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URYNOW CZ, MARTI N, and LEE, Adninistrative Patent Judges.

MARTI N, Adnministrative Patent Judge.

The subject matter in this interference relates to
measuri ng the oxygen saturation level in tissue, such as feta
scalp tissue, by invasively inserting a radiation emtter or a
radi ati on sensor
or both into the tissue and neasuring radiation transm ssion
through the tissue. Three species of devices are disclosed by
the parties: (1) a species having both the emtter and the
sensor issue inside the tissue being examned, i.e., an
emtter-in/sensor-in species, hereinafter referred to as the
| -1 species; (2) an emtter-in/sensor-out species (I-0O
species); and (3) an emtter-out/sensor-in species (O
speci es).

A. Background

Prior to declaration of the interference, the exam ner

suggested identical clainms for copying by each applicant for

pur poses of an interference.* The suggested clains were

4 The copied clains are Mirrison's claim 27,
Mannhei ner's cl aim 38, and Buschmann's cl ai m 106.

-1 -
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copi ed by each applicant and the interference was decl ared
with a single count, Count 1, which was identical to the

copied clainms, which was |limted to the 1-0 species.?®

Only Mannhei ner and Buschmann filed prelimnary notions,
of which we will address only those notions whose deci sions we
have been asked to review or which altered the designation of
clainms corresponding to the count. Mannhei ner’s unopposed

8§ 1.633(c)(3) notion® to designate Buschmann’s claim 18 as

°® Count 1 read as follows
A perinatal sensing systemfor determ ning bl ood
oxygenation within a body conpri sing:
means for generating light at an interstitial
subcut aneous | ocation within the body;
means for transmtting the generated Iight from
t he subcut aneous | ocation to an epidermal |ocation
of the body, wherein the transmtted |ight passing
t hrough the body changes in intensity in response to
different |evels of blood oxygenation; and
means for detecting the changes in the intensity
of the light transmtted through to the epidernmal
| ocation in order to determ ne the bl ood oxygenation
within the body.
The follow ng clains were designated as correspondi ng
to Count 1:
Morrison clainms 1-5, 8-24, 27, and 28.
Mannhei ner clains 1-11, 18-21, 86-104, and 106.
Buschmann clainms 1-9, 12-14, 19, and 26- 38.

¢ Mannhei mer Motion 15 (paper No. 31).
- 2 -



Interference No. 103, 197

corresponding to the count was granted.” Mannheiner’s
8§ 1.633(a) notion® alleging unpatentability of Buschmann's
claims 1-9, 12-14, 19, and 27-37° based on N. S. Kapany, Fiber

Optics, Principles and Applications 184-205 (Academ c Press

1967) (hereinafter, Kapany), was granted as to Buschmann’'s
clainms 1-3, 5-7, 12, 14, 19, 29, and 32 and denied as to
Buschmann’s clains 4, 8, 9, 13, 18, 27, 28, 30, 31, and 33-
37.1 As Buschmann has not asked for review of the granting of
the notion with respect to those clainms, judgnent is being
entered infra against themon the ground of unpatentability
over Kapany w t hout further discussion.

Mannhei mer and Buschmann, correctly noting that because
Count 1 is limted to the I1-O species it inproperly excludes

the invol ved cl ai ns which enconpass or recite the other two

" Decisions on Mtions (paper No. 75) (hereinafter "Dec.
on Motions"), at 4.

8 Mannhei mer Mdtion 1 (paper No. 16).
° The notion did not attack Buschnann clainms 26 and 38.
10 Dec. on Mdtions at 4-16.
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speci es, ' each noved under 8 1.633(c)(1) to replace Count 1
with one or nore other proposed counts. Specifically,
Buschmann!? proposed to either (i) add Ol and I-1 species
Counts 2 and 3 and replace Count 1 with a different -0
species Count 4, or (ii) replace Count 1 with a generic Count
5. The Adm nistrative Patent Judge (APJ), unpersuaded by the
notion that the three species are separately patentable, as is
necessary to justify plural counts,® denied it with respect to
substituting proposed Counts 2-4 but granted it with respect
to substituting proposed Count 5. For the sanme reasons, the
APJ deni ed Mannheinmer’s notions® to replace Count 1 with
speci es Counts MAN-1, MAN-2, and MAN-3.%® Accordingly, the APJ

redecl ared the interference with Mannhei ner’ s proposed generic

1 As explained in 8§ 1.601(f), "At the tine the
interference is initially declared, a count should be broad
enough to enconpass all of the clains that are patentabl e over
the prior art and designated to correspond to the count.™

12 Buschmann Motion |1, paper No. 13.

13 Section 1.601(f) provides that "[w] hen there is nore
t han one count, each count shall define a separate patentable
i nvention."

4 Dec. on Mdtions at 17-18.
15 Mannhei ner Motions Nos. 6, 9, and 12.
16 Dec. on Mdtions at 19-20.

- 4 -
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Count 5, which reads as follows and is currently the sole
count in the interference:?

A nmet hod of nonitoring the condition of living
tissue with a nmonitoring device conprising a radiation
emtter sensor area and a radi ation sensor [sic, sensor
sensor] area, said nethod conprising invasively sticking
at | east one sensor area into said tissue, emtting
radiation fromsaid radiation emtt[er] sensor area to
transillumnnate tissue between the sensor areas, and

monitoring the transillum nation by neans of said
radi ati on sensor [sensor] area.

Mannhei ner al so noved under 8 1.633(c)(2)'® to add new
clains 107 and 108 to be designated as corresponding to
proposed counts MAN-1 and MAN-2, respectively, neither of
whi ch the APJ agreed to adopt. Nevertheless, the APJ granted
the 8 1.633(c)(2) notions, presumably on the ground the
proposed clains are directed to species within generic Count
5. The APJ al so granted Buschmann’s proposed anendnent of
claim1l and addition of new clains 39 and 40, which he treated
as a 8 1.633(i)/1.633(c) notion.' The redeclaration notice

designated the follow ng clains as corresponding to Count 5:

7 1d. at 17-18.
8 Mannhei mer Motions 7 and 10 (paper Nos. 23 and 26).
19 Dec. on Mdtions at 19-22.
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Morrison clains 1-5, 8-24, 27, and 28.
Mannhei ner clains 1-11, 18-21, 86-104, 106 and 107.
Buschmann clains 1-9, 12-14, 18, 19, and 26-40.

The failure of the notice to i nclude Mannheiner's cl aim 108

has been corrected by a second redeclaration notice nailed

herewi th. 2

Buschmann filed a request for reconsideration® of sone of
t he decisions on notions, which the APJ di sm ssed-in-part and

deni ed-i n-part.

20 pPaper No. 167.
2L Paper No. 83.

22 paper No. 92, at 9-10.
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B. The issues

The issues before us are:

(1) whether Mannheiner's 8 1.633(a) notion should be
granted to the extent it asserts the unpatentability of
Buschmann cl ai m 28 and ot her Buschmann cl ai ns over Kapany; #

(2) whether, as Mannhei ner contends, all clains directed
to the I-1 species are unpatentable over Kapany and that
generic Count 5 therefore should be replaced by Buschmann’'s
proposed Counts 2 and 4, which are limted to the OI and I-0O
speci es, respectively, or by Mannhei ner’s proposed Count MAN-
3, whichis limted to both of these species;

(3) whether, as requested in his § 1.635 notion, Mrrison
shoul d be granted leave to file the corrected prelimnary
statenent that acconpani ed the notion;

(4) whether, as urged in Buschmann's notion?* under
88 1.635 and 1.656(h), sone of Mourrison’s priority evidence

shoul d be suppressed; and

2 As Morrison's opening brief does not rely or discuss
any of the other references cited in the notion, they have not
been considered. See Photis v. Lunkenheiner, 225 USPQ 948,
950 (Bd.Pat.Int. 1984) (matters not raised in the brief are
ordinarily regarded as abandoned).

24 Paper No. 154.
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(5) whether Morrison and Yue* have denonstrated they are
entitled to an award of judgenment on the issue of priority.
C. The alleged unpatentability of Buschmann's clai ns over
Kapany

The APJ granted Mannheinmer's 8 1.633(a) notion with
respect to many of Buschmann's invasive non-oxinetry cl ains,
i.e.,
clainms that require invasively sticking a radiation emtter or
a radiation sensor into tissue but are not limted to oxinetry
of any type (i.e., pulse or non-pulse). These are clains 1-3,
5-7, 12, 14, 19, 29, and 32, which Buschmann has effectively
conceded are unpatentable over the prior art by not seeking
review of this holding by the APJ.2?® However, the APJ denied
the notion as to sonme of Buschmann's other invasive non-
oxinetry clains (i.e., clains 8, 9, 13, 18, 30, and 35-37) on
the ground that they recite el ements not suggested by the

prior art, such as a spiral needle (claim8). The APJ al so

% The party Morrison is hereinafter referred to as
either Morrison or Mirrison and Yue. | nventors Janes Mirrison
and Sanuel Yue are referred to as Dr. Mirrison and Dr. Yue.

2% As Morrison correctly notes, claim29 is virtually
identical to count 5, the scope of which is discussed bel ow

- 8 -
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denied the notion with respect to all of Buschmann's invasive
oxinmetry clainms, which the APJ held explicitly or inplicitly
recite invasive pulse or non-pul se oxinetry by neasuring
radiation transmtted through tissue (i.e., clainms 4, 27, 28,
33, 34).7

Al t hough Mannhei mer’ s opening brief (at 21) requests that
"[t] he question of obviousness of clains, such as Buschmann’'s

claim?28, . . . be addressed by the Board in view of the

argunents and evi dence presented herein,” the only claimthat

is specifically discussed in the brief is claim?28.
Consequently, we will limt our consideration of patentability
to that claim which is directed to the I-1 species and reads
as foll ows:

28. A perinatal sensing systemfor determ ning
bl ood oxygen saturation within a body tissue by
transillum nation wherein the |ight transm ssion changes
inintensity in response to different |evels of oxygen
saturation conpri sing:

means for generating light at a first interstitial
subcut aneous | ocation within the tissue; and

nmeans at a second interstitial subcutaneous |ocation
within the tissue for detecting the changes in the
intensity of the light transmtted between the first and
second |l ocation in order to determ ne the bl ood
oxygenation within the tissue.

27 Dec. on Mbtions at 15.
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Because Buschnmann’s involved clains are not patent
cl ai ms, Mannhei nmer’s burden of proof with respect to proving
unpatentability is a preponderance of the evidence. See

Bruning v. H rose, 161 F.3d 681, , 48 USPQR2d 1934, 1938( Fed.

Cr.
1998) ("[T] his court holds that, during an interference
involving a patent issued froman application that was
copending with the interfering application, the appropriate
standard of proof for validity challenges is the preponderance
of the evidence standard.").

The first matter to consider is, of course, claim

construction. As explained in ln re Mrris, 127 F.3d 1048,

1054, 44 USPQd 1023, 1027 (Fed. Cir. 1997), "the PTO applies
to the verbiage of the proposed clains the broadest reasonable
meani ng of the words in their ordinary usage as they would be
understood by one of ordinary skill in the art, taking into
account whatever enlightennment by way of definitions or
otherwi se that may be afforded by the witten description

contained in the applicant's specification." See also In re

Zletz, 893 F.2d 319, 321, 13 USPQ2d 1320, 1321-22 (Fed. GCr

1989) :
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During patent exam nation the pending clains nust be
interpreted as broadly as their terns reasonably all ow.
When the applicant states the neaning that the claim
terms are intended to have, the clains are exam ned with
that meaning, in order to achieve a conpl ete exploration
of the applicant's invention and its relation to the
prior art. See In re Prater, 415 F.2d 1393, 1404-05, 162
USPQ 541, 550-51 (CCPA 1969) (before the application is
granted, there is no reason to read into the claimthe
[imtations of the specification). The reason is sinply
t hat during patent prosecution when clains can be
anended, anbiguities should be recognized, scope and
breadt h of | anguage explored, and clarification inposed.
Burlington Industries, Inc. v. Quigg, 822 F.2d 1581,
1583, 3 USPQ2d 1436, 1438 (Fed. Cr. 1987); In re
Yamanot o, 740 F.2d 1569, 1571, 222 USPQ 934, 936 (Fed.
Cir. 1984). The issued clains are the nmeasure of the
protected right. United Carbon Co. v. Binney & Smith
Co., 317 U. S. 228, 232, 55 USPQ 381, 383-84 (1942)
(citing General Electric Corp. v. Wabash Appliance Corp.
304 U. S. 364, 369, 37 USPQ 466, 468-69 (1938)).

We note at the outset that Mannhei mer does not take issue with
the APJ's decision that the term"tissue" as used in
Buschmann’ s cl ai ns excl udes bl ood | ocated in a cardi ac chanber
or in a blood conduit, such as an artery or vein.?

Buschmann's principal argunent for patentability is that claim
28 is inmplicitly limted to pulse oxinetry, because the

function of "detecting the changes in the intensity of the

light . . . in order to determ ne the bl ood oxygenation within

the tissue" (our enphasis) refers to detecting the anplitude

8 Dec. on Mdtions at 4.
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of the nodulations in the intensity of the transmtted |ight

caused by the pulsations of arterial blood in the tissue.® W
agree with Mannheinmer that this interpretation of the phrase
"changes in intensity of the light" ignores the preanble,
whi ch explains that "the light transm ssion changes in
intensity in response to different |evels of oxygen
saturation.” This |anguage makes it clear that "detecting the
changes in the intensity of the light" refers to detecting
changes caused by variations in the oxygen | evel, not changes
caused by arterial pulsations. Since, as Mannhei ner correctly
observes, changes in light transm ssion due to variations in
oxygen saturation | evel can be measured using either pulse
oxinmetry or non-pulse oxinetry, the claimis not limted to
pul se oxinetry.

Turning now to Kapany, the APJ denied the notion with
respect to claim28 because he was not persuaded that Kapany
di scl oses or suggests invasive oxinetry (pulse or otherw se)

by measuring the transm ssion of radiation through tissue,® in

2 B.Br. 110.
30 Dec. on Mdtions at 13-15.

- 12 -
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whi ch position Buschmann concurs. 3 Mannhei mer contends that
this interpretation is incorrect because it views Kapany's
Section 2 ("Hypoderm c Probe") and Section 3 ("ln_Vivo
Spectrophotonetry”) in isolation rather than in conbination
and that Kapany teaches using the hypoderm c probes of Section
2 for in vivo spectrophotonetric exam nation of tissue,
including oximetric analysis of tissue.® In support of this
interpretation, Mannheiner places particul ar enphasis on the
| anguage we have underlined below in the quotations from
Kapany. Section 2, which spans pages 185-88 and
di scusses techni ques for obtaining i nages of tissue areas,
begi ns as foll ows:
2. Hypoderm c Probe
Nunmer ous i ngeni ous approaches have been attenpted
for the m croscopic exanm nation of living human tissue
under the skin without an incision. 1In an ideal
instrunment for such applications, the optical system
shoul d be capabl e of yielding resolution that approaches
t he wavel ength of light so that the tissues and cells may
be observed mcroscopically. The system should al so be
capable of illumnating and transmtting i mages in the
ultraviolet, visible, and near-infrared regions of the

spectrum A fiber optics hypoderm c probe has been
devel oped which is capable of fulfilling nost of these

3B B.Br. 119.
2. Qpening Brief at 18-19.

- 13 -
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requi renents. Basically, the instrunent consists of a 5-
F-dianfeter] bundle of rigid, fused fibers in a standard
15-19 gage hypodermi c needle. [Qur enphasis.]
Kapany goes on to explain (p. 186, 2d full para.) that
Figure 7.16 shows several techniques for illum nating the
ti ssue under exam nation, including a transillum nation
techni que (see Fig. 16(b)) that enploys two axially aligned
hypodermi ¢ probes, one for supplying illumnating radiation to
the tissue and the other to receive the radiation that is
transmtted through the tissue region. Kapany notes that
because in nost subcutaneous tissues gross changes in color or
conposition are not observable, such tissues are ordinarily
observed under a polarizing mcroscope, phase contrast
m croscope, or interference mcroscope (p. 188, lines 15-18).
It is also possible to stain subcutaneous tissue using a very
narrow auxiliary channel in the hypoderm c probe (p. 188,
lines 20-22) or to use the probe in the fluorescence node by
ultraviolet radiation (p. 188, lines 26-30).
Section 2 does not discuss using hypoderm c probes for
spectrophotonetry in general or for oxinmetry in particular.
| nst ead, those applications are described in Section 3, which

spans pages 188-97, and begins as follows:

- 14 -
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3. 1n Vivo Spectrophotonetry

Whereas reflection and transm ssion
spectrophotonetry of specinens in vitro are well
established [end note omtted], these techni ques are not
practical when a specinen is in a renpote location and in
a dynamc state. Under such conditions, if the specinen
is located in a normal channel in the body, a flexible
fi ber bundle can be used to transmt light from an
external source to the specinen and anot her bundl e used
to return the signal fromthe specinen to an appropriate
detector. Wien the specinen is |ocated subcutaneously,
then it is possible to use a fiber optics hypodermc

probe in which a rigid fiber bundle is used to illum nate
the specimen as well as to return the signal to the
detector for processing. The node of illum nation would

be dependent on whether the reflectance, transmttance,
or fluorescence property of the specinen is to be
measured. The distal end configuration is governed by
the optical conditions to which a tissue is nost
sensitive. [ Qur enphasi s. ]

An exanple of a renote spectrophotoneter that has
received considerable attention is that used in the field
of cardiac and vascular oxinetry [end notes omtted].

One of the principal neasurenents required by
cardi ol ogi sts is the oxy-henogl obin concentration of the
blood in vitro. A nethod conmmonly used for this purpose
is one in which a flexible hollow catheter is inserted
into the cardiac chanber and a sanple of blood is renoved
for chem cal analysis by the Van Slyke nethod or the
spectrophotonetric nethod. Cbviously, this procedure
results in considerable delay and is not anenable to
measurenents of the spatial or tenporal variations of
oxyhenogl obi n concentration in various regions and in a
dynam c state.

Figure 7.18 shows a diagramof the in vivo
spectrophot oneter system for cardiac oxinetry and three
different optical configurations for the distal end. In
this device, the light is condensed onto a fiber bundle

- 15 -
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that conducts it to the distal end. The return signal is
passed

t hrough appropriate filters (640- and 805-nF wavel engt h)
and is incident on a photodetector.

The bottom of page 190 includes two equations show ng how
oxygen saturation can be obtained fromthe returned signal.
Figure 7.18 (p. 191) shows three different distal ends
for a fiber optics oxinmetry catheter. O the three optical
configurations shown in Figure 7.18 (p. 191), the nost
rel evant to claim28, because it recites an I-I device, is the
"transm ssion type" configuration shown in Figure 7.18(c),
whi ch neasures radiation transmtted through the vol une of
cardi ac or vascular blood in the region of the notch near the
di stal end.* Though Kapany does not state how these fiber
optics oxinetry catheters are introduced into the body to
reach the target cardiac chanber or vessel, it is apparent
that they are to be inserted through a sheath or holl ow

catheter that extends into

3% W assune that Mannheiner’s failure to argue that this
devi ce antici pates Buschmann claim 28 is due to his agreenent
wi th the Buschmann and the APJ that the term"tissue" as used
in that claimexcludes oxinmetric analysis of blood by a device
| ocated in a cardiac chanber, artery, or vein.

- 16 -
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the target vessel or a vessel which |l eads to the target

cardi ac chanber, e.g., a fenoral artery or jugular vein.
Kapany al so describes using a fiber optics catheter

i nside a hypoderm c needle to nmeasure oxygen in peripheral

vessel s: 3

This renote spectrophotoneter using fiber optics has
al so been used for the neasurenent of dye concentration.
Since the return signal on the instrunent is a direct
function of the flow velocity, it should be possible,
wi th appropriate calibrations, to deduce the flow
velocity. Wth appropriate designs of catheter probes,
it is possible to use this technique for long-term
nmoni tori ng of oxygen saturation within peripheral
vessels. Figure 7.26a shows a photograph of a catheter
that has a hypoderm c needle at the tip.

Kapany’s only discussion of measuring the oxygen saturation of
blood in tissue (as opposed to an artery, vein, or cardiac
chanber) is the follow ng discussion of a non-invasive, clip-
on oxi neter probe:
Figure 7.26b shows anot her catheter design for precise
ear oximetry. In this case, the fiber bundle is divided
in two parts to provide sharp curves to the bundles so
that one end may be placed in front of the ear | obe and
the other in back of the ear |obe. [Page 197, |lines 5-
8] .

Section 3 concludes with the foll ow ng paragraph:

The in vivo oxi neter has been di scussed at some

34 Par agraph bridgi ng pages 195 and 197.
- 17 -
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length nerely to give an exanple of the experinents that
have been made with a fiber optics renote
spectrophotoneter. Simlar applications for use in the
genitourinary tract, general endoscopic exam nation, and
studies of various types of affected and unaffected
tissues within the body are possible. Wth the

avai lability of high-quality fibers that can transmt
l[ight from3500 Dto 4 F and from1 to 8 F, it has becone
possi ble to study the fluorescence or associ ated
phenonena of renptely | ocated specinens inside the

human body. [Qur enphasis.] [Page 197, 1st ful

par a. ]

Based on the underlined | anguage in this and the other quoted
passages, Mannhei nmer argues® that "Kapany clearly teaches
usi ng any of the [hypoderm c] probes of Fig. 7.16 as well as
the probes of Fig. 7.18 for the examnation of living tissue
in general and, in particular, for oxinetry," citing the
followi ng testinmony of his expert w tness, David Swedl ow ( MANR
76-77, 1 6):

6. Clearly the statenents referred to above by
Kapany of using "a fiber optics hypoderm c probe"
(Page 189 last line) for in vivo spectrophotonet|[ry]
(itncluding particularly oxinetry) for studying "various
types of affected and unaffected tissues within the body"
(page 197 lines 12-13) establishes a clear connection
bet ween t he pages and teaches one of ordinary skill in
the art that for oxinmetry applications, other than the
specific cardiac oxinmetry application experinent that had
been di scussed, where "tissues within the body" are to be
exam ned any one of the "hypoderm c probes” previously
described in pages 184-188 for exam ning "living human

% (Qpening Brief at 18-19.
- 18 -
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tissue[]" (Page 185, Section 2, first sentence; and Page
197, line 13) would be appropriate. Accordingly, in ny
opi ni on, Kapany clearly teaches using any of the probes
of figure 7.16 as well as the probes of figure 7.18 for
exam nation of living tissue in general and in particul ar
for oximetry.
W agree, up to a point. As noted earlier, the first
par agr aph of Section 3 ("Ln Vivo Spectrophotonetry”) states
that "[w] hen the specinen is | ocated subcutaneously, then it
is possible to use a fiber optics hypoderm c probe in which a
rigid fiber bundle is used to illum nate the specinen as wel |
as to return the signal to the detector for
[ spectrophot onmetric] processing” (sentence bridging pp. 189-
90). We agree that it would have been obvious to enpl oy any
of the hypoderm c probe configurations of Figure 7.16 for this
pur pose, even though they are described only in connection
obtaining images for mcroscopic viewing. Thus, it would have
been obvious to use the hypoderm c probe apparatus of Figure
7.16(b) or 7.16(c) to perform an invasive spectrophotonetric
anal ysis of the tissue between the probe tips by conparing the
light that is emtted by one probe with the light that is
transmtted through the tissue and received by the other.

However, whil e Kapany broadly suggests invasive

transillum native spectrophotonetric analysis of tissue, he

- 19 -
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does not specifically suggest that this analysis can take the
formof an oxinetric analysis, as opposed to other types of
spectrophotonetric anal ysis, such as "fluorescence or
associ at ed phenonena of renotely | ocated specinens in the
human body" (p. 197, lines 14-15). The only specific
reference in Kapany to neasuring oxygen saturation of the
blood in tissue is the brief discussion (p. 197, lines 5-8) of
t he non-invasive ear |obe oxineter attachnent shown in Figure

26(b). Kapany does not suggest why it would be desirable to

use an invasive technique to obtain the oxygen saturation
level of blood in a patient's tissue when the sane

i nformati on can be obtained non-invasively, using the ear | obe
attachment shown in Figure 7.26(b) (p. 198). That is, Kapany
does not suggest the desirability of neasuring the oxygen
saturation |l evel of blood in a tissue specinen that cannot he
reached using a non-invasive technique. Nor does Kapany
otherwise inply that the term"affected . . . tissues" (p

197, lines 12-13) may refer tissues including blood having | ow
oxygen saturation. For the foregoing reasons, we believe one
skilled in the art would not have construed Kapany's

statenents that "[t]he in vivo oxineter has been discussed at

- 20 -
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sone length nerely to give an exanpl e of the experinents that
have been made with a fiber optics renote spectrophotoneter™
and "[s]imlar applications for use in the genitourinary
tract, general endoscopic exam nation, and studies of various
types of affected and unaffected tissues within the body are
possi ble" (p. 197, lines 9-13) as specifically suggesting
i nvasi ve oxinetric analysis of tissue.

For the foregoing reasons, Mannheinmer has failed to
denonstrate by a preponderance of the evidence that the
subject matter of claim 28 or any other Buschmann claimas to

whi ch the

§ 1.633(a) notion was denied is anticipated by or obvious in

vi ew of Kapany.
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D. Morrison's 8 1.635 notion for |eave to
file a corrected prelimnary statenent

Morrison’s notion®* under 8§ 1.635 and 1.628(a)? for |eave
to file a corrected prelimnary statenent3® explains (at 2)
that the original prelimnary statenment3® contains a materi al
error in that it gave March 15, 1988, as the date of the first
drawi ng when in fact the date of the first draw ng, which was
di scovered after the original prelimnary statenent was filed
and is now identified as Mourrison Exhibit (MX) 42, which
consists of five pages of drawi ngs and handwitten notes

al | egedly nade on Novenber 24, 1987. Although not stated in

3  Paper No. 114, filed Septenber 18, 1995.

3 Section 1.628(a) reads as foll ows:

(a) A material error arising through inadvertence or
m stake in connection with a prelimnary statenment or
drawings or a witten description submtted therewith or
omtted therefrom may be corrected by a notion (8 1.635)
for leave to file a corrected statenent. The notion
shal | be supported by an affidavit stating the date the
error was first discovered, shall be acconpani ed by the
corrected statenment and shall be filed as soon as
practical after discovery of the error. |If filed on or
after the date set by the adm nistrative patent judge for
service of prelimnary statenments, the notion shall al so
show that correction of the error is essential to the
interest of justice.

% Also paper No. 114.

3% Paper No. 35.
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the notion, the corrected prelimnary statenent, citing this
exhibit, also gives Novenber 24, 1987, rather than March 15,
1988, as the date of the first witten description of the
invention. Neither Buschmann nor Mannheiner filed an
opposition to the notion. However, Buschmann now argues in
his notion to suppress® (at 1) that "Morrison has not given
any reason in law or equity which would support the entry over
two years after declaration of the interference of a Corrected
Prelimnary Statement with a new first drawi ng, date of first
drawing, first witten description, and date of first witten
description.” As Morrison correctly notes in his opposition#
to the notion to suppress, his notion for leave to file the
corrected prelimnary statenent is actually noot, because he
has no need to rely on the earlier date alleged therein, for
the March 15, 1988, date given in his original prelimnary
statenent for the first drawing and the first witten

description precedes Buschmann’s March 24, 1988, Gernan

40 Paper No. 154, filed Cctober 3, 1996.

4 Paper No. 159.
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benefit date.* Wile the original prelimnary statenent
precl udes Morrison fromproving dates prior to March 15, 1988,
it does not preclude himromrelying on earlier acts to prove

that date. Botnen v. Durnen, 179 F.2d 249, 252, 84 USPQ 270,

273 (CCPA 1949). Morrison’s 8 1.635 notion for |eave to file
a corrected prelimnary statenent accordingly is dism ssed as
noot .

Furthernore, had Morrison’s 8 1.635 notion for |eave to
rely on the new prelimnary statenent not been dism ssed as
nmoot, it would have been granted. The reasons given in
Buschmann’ s notion to suppress for opposing Mrrison’s notion
are not entitled to consideration, because they should have
been presented in an opposition to that notion rather than in

a notion to suppress. Conpare Bayles v. Elbe, 16 USPQRd 1389,

1391 (Bd. Pat. App. & Int. 1990) (party whose notion was
deni ed cannot present at final hearing reasons in favor of
granting the notion which were not included in the original

nmotion) (citing Fredkin v. Irasek, 397 F.2d 342, 346, 158 USPQ

280, 284 (CCPA), cert. denied, 393 U. S. 980, 159 USPQ 799

42 The March 15, 1988, date al so precedes the earliest
date given in Mannheiner’s prelimnary statenment (paper No.
15), i.e., Cctober 21, 1988.
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(1968) (alleged | ack of support for limtation in count 4 was
not raised by a notion and the therefore is not entitled to

consideration)). Also conpare Koch v. Lieber, 141 F.2d 518,

520, 61 USPQ 127, 129 (CCPA 1944) (board need not consider new

argunents at final hearing in support of notion to dissolve).
Furthernore, a notion to suppress is an inappropriate

vehicle for challenging the corrected prelimnary statenent

because notions to suppress concern the adm ssibility of

evidence and a prelimnary statenent is not evidence. See

8§ 1.629(e) ("A prelimnary statenent shall not be used as

evi dence on behalf of the party filing the statenment.").

E. Buschmann’s notion to suppress Mrrison's priority
evi dence

For the follow ng reasons, Buschmann’s notion to suppress
Morrison's priority evidence is dism ssed or denied in al
respects.

1. The Novenber 24, 1987, draw ng (MxX*® 42)

Buschmann’ s contention that the Novenmber 24, 1987
drawi ng is inadm ssible is unconvincing for the reasons given

above.

4 NMorrison Exhibit.
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2. Declaration testinony*

Buschmann®s objections to the testinony of various
W t nesses as "hearsay" fail because the notion did not conply
with the follow ng requirenents in the APJ's June 26, 1995,
schedul i ng order“ (at 13-14):
[A] notion by the senior party to suppress evidence
must . . . explain where the evidence in question is
relied on in the junior party’'s opening brief. A notion
to suppress evidence as inadm ssible hearsay nust
specifically identify the out-of-court statement in
guestion and explain why it appears that the opponent is
offering or intends to offer the statenent itself (as
opposed to related testinony) to prove the truth of the
matter stated therein. [Original enphasis.]
Accordingly, the notion is dism ssed as to these objections.

The objections to testinony about the Novenber 24, 1987,
exhibit (MX 42) fail because, as expl ai ned above, Mrrison is
entitled to rely on that drawing to establish the March 15,
1988, date alleged in his original prelimnary statenment. The
notion is therefore denied as to these objections.

The objections for |ack of foundation, i.e., personal

know edge, fail because the notion does not assert that, or

4 The item nunbers and letters used herein correspond to
those used in the notion to suppress (at 5-7).

4 Paper No. 93.
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expl ai n why, these objections were not overcone by the
W t nesses’ suppl enental declaration testinony,“ which was
filed in response to Buschmann’s witten objections* under
8§ 1.672(c) to the initial declaration testinony.*“

3. MX 42-44, 75, and 173, 174, and 175 [sic, 176]

Buschmann objects to the notebook entries identified as
MX 42-44 on the ground that they were allegedly nade prior to
the March 15, 1988, date given for the first drawing in
Morrison’s original prelimnary statenent. This objection
fails for the reasons given above with respect to the
testi mony about MX 42. The notion is therefore denied as to
t hese exhi bits.

Buschmann objects on two grounds to MX 75, 173, 174, and
175 [sic, 176], which are ex parte declarations by Dr. Yue,
Dr. Morrison, Maggie Taylor, and Scott P. Men filed in
Morrison’s involved application Serial No. 07/875,530. The

first ground is "hearsay,"” which fails for |ack of conpliance

4 Paper No. 112. This testinony appears in the Mrrison
Record at MR 154-95.

47 Paper No. 100.

48 Paper No. 97.
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with the APJ's order. The second ground is that "no notice of
intent to rely on [these] docunent[s] has been filed."* W
assunme, as does Morrison, that Buschmann is charging Mrrison
with failing to conply with § 1.671(e), which reads as
fol | ows:

(e) A party may not rely on an affidavit (including
any exhibits), patent or printed publication previously
submtted by the party under 8§ 1.639(b) unless a copy of
the affidavit, patent or printed publication has been
served and a witten notice is filed prior to the close
of the party's relevant testinony period stating that the
party intends to rely on the affidavit, patent or printed
publication. Wen proper notice is given under this
par agraph, the affidavit, patent or printed publication
shall be deened as filed under 88 1.640(b), 1.640(e)(3),
1.672(b) or 1.682(a), as appropriate.

As Morrison correctly notes, this provision is inapplicable to
the declarations in question because they were not submtted
under 8 1.639(c), i.e., in support of a notion, opposition, or
reply.® The notion to suppress is therefore denied with
respect to the alleged |ack of notice.

F. Should Count 5 be replaced?

49 NMotion at 7-8.

% As noted earlier, the interference rules as anended
effective April 21, 1995, apply to the testinony stage of this
interference. Prior to those anendnents, 8 1.671(e) required
notice of intent to rely on ex parte affidavits and § 1.608(b)
affidavits as well as on § 1.639(b) affidavits.

- 28 -
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As noted earlier, Count 5 reads as follows:

A nmet hod of nonitoring the condition of |iving
tissue with a nonitoring device conprising a radiation
emtter sensor area and a radiation sensor area, said
met hod conprising invasively sticking at | east one sensor
area into said tissue, emtting radiation fromsaid
radiation emtting [sic, emtter] sensor area to
transillum nate ti ssue between the sensor areas, and
nmonitoring the transillum nation by neans of said
radi ati on sensor area.

Count 5 is virtually identical to Buschmann's cl aim 29, which
the APJ hel d, and Buschnmann does not dispute, is unpatentable
over Kapany.®* Specifically, the APJ held that because cl aim
29 is not limted to oxinetry (pul se or non-pul se) and does
not preclude two-dinmensional imaging, it is unpatentable over
Kapany on two grounds: (1) anticipation when the dual -probe
apparatus of Kapany's Figure 7.16(b) is used in the intended
manner, i.e., for generating a two-di nensional inmage; and (2)

obvi ousness over the sane apparatus when used to perform

51 Caim?29 reads as foll ows:

29. A nmethod for nmonitoring the condition of living
tissue with a nmonitoring device conprising a radiation emtter
sensor area and a radi ati on sensor sensor [sic] area, said
met hod conprising invasively sticking at | east one sensor area
into said tissue, emtting radiation fromsaid radiation
emtter sensor area to transillum nate tissue between the
sensor areas, and nonitoring the transillum nation by neans of
said radi ati on sensor sensor [sic].

- 29 -
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i nvasi ve spectrophotonetric analysis of tissue, the
obvi ousness of which was expl ai ned above.

Buschmann argues that "the count should not be
interpreted as readi ng on [non-pul se] oxinmetry (even though it
literally does), but should be construed as referring to pul se
oxinmetry."% However, it is well settled that unanbi guous
counts are given the broadest reasonable interpretation

W thout reference to either party's disclosure, DeGeorge v.

Bernier, 768 F.2d 1318, 1321, 226 USPQ 758, 760-61 (Fed. GCr
1985); Buschmann has not asserted, |et al one denonstrated,

that the count is anbiguous. See also Newkirk v. Lulejian,

825 F.2d 1581, 1583, 3 USPQd 1793, 1795 (Fed. Cir. 1987)
(limtations not clearly included in a count should not be
read into it). Wen the count is given its broadest
reasonabl e construction, it does not require oximetry of any
type, let alone specifically pulse oxinmetry. As a result, the
count clearly enconpasses unpatentabl e subject matter, i.e.,

t he dual - probe arrangenent shown in Kapany's Figure 7.16(b)
when used either for two-dinensional imging of tissue or for

spectrophotonetry (excluding oxinetry) of tissue. The

2 B.Br. 108.
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guestion remai ns whether and, if so, how count should be
changed.

Mannhei mer contends that Count 5 is al so unpatentabl e
over Kapany's teaching of performng I-1 oximetry on tissue
and that for this reason judgnment should be entered agai nst
Buschmann's claim 28 on the ground of unpatentability and that
the interference should be redeclared by replacing Count 5
wi th Buschmann’s proposed O 1 Count 2 and |-O Count 4, or with
Mannhei mer’ s proposed Count MAN-3, which recites these two
species in the alternative.®* Because, as expl ai ned above,
Kapany does not suggest performng I-1 oxinetry on tissue,
Mannhei ner's request to replace Count 5 with Buschmann’'s
proposed Counts 2 and 4 or with Mannhei mer’s proposed Count
MAN-3 is denied. Furthernore, the absence of a request by
Mannhei ner to enter judgnent with respect to the proposed
counts suggests Mannhei ner incorrectly believes that
subsequent to such a redeclaration the parties would be
permtted to present new priority evidence or new briefs with
respect to the newy adopted counts. As the proposed counts

were the subject of notions filed during the prelimnary

3 Mann. Open. Br. 22.
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notion period, the parties were required to present all of
their evidence relevant to these counts during their testinony
periods and to address that evidence and those counts in their
briefs for this final hearing. Al t hough Count 5 is
unpat ent abl e over Kapany's Figure 7.16(b) apparatus when used
ei ther for two-dinensional imaging of tissue or for
spectrophotonetry (excluding oxinetry) of tissue, it is not
necessary for us to determ ne what form an appropriate new
count or counts should take because, as will appear, Morrison
is not entitled to an award of priority even for a count as
broad as Count 5. Nor is a determnation of a new count or
counts required so that an ex parte exam ner, subsequent to
termnation of this interference, can apply the principles of
res judicata, collateral estoppel, and interference estoppel
with respect to any added or anended clains of the |osing
party. These determ nations can be nmade with respect to the

losing party's lost clainms. See In re Deckler, 977 F.2d 1449,

1453, 24 USPQR2d 1448, 1450 (Fed. Cir. 1992) ("Deckler was not
entitled to clains that were patentably indistinguishable from
the claimon which he lost the interference.").

G The parties' positions on priority

- 32 -



Interference No. 103, 197

Seni or party Buschmann stands on his March 24, 1988,
German benefit date, which neither opponent has chall enged at
final hearing.

As junior party Mannheinmer did not offer any priority
evi dence, judgnent on the issue of priority is being entered
infra against his clains that correspond to the count.

Regardi ng Morrison's case for priority, Buschmann
concedes that Morrison achieved an actual reduction to
practice on Septenber 19, 1989,5% which is eight nonths prior
to Morrison's May 29, 1990, filing date. Morrison alleges
conception in Novenber 1987, an actual reduction to practice
in February 1988, and diligence fromprior to Buschmann’s
benefit date up to Mdrrison’s filing date. Morrison also
deni es Buschmann's charge of abandonnent, suppression, and
conceal ment. Since Moirrison's involved application is
copendi ng wi th Buschmann’s invol ved application, Mrrison s
burden of proof is by a preponderance of the evidence. 37 CFR
8§ 1.657(b).

Regarding the interference rules, the parties were

4 PBrief at 43, ¢ 112.
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advi sed by the APJ's scheduling order nmailed June 26, 1995, %
which set tines for taking testinony and filing records and
briefs, that the remainder of the interference would be
governed by the interference rules as extensively anmended

effective April 25, 1995, citing Patent Appeal and

Interference Practice -- Notice of Final Rule (hereinafter,

1990 Final Rule Notice), 60 Fed. Reg. 14,488 (March 17, 1995);

1173 Of. Gaz. Pat. & Trademark O fice 36 (April 11, 1995).
Thus, unless noted otherwi se, all references to the
interference rules are to the amended rul es.
H Mrrison's case for priority

Morrison and Yue argue® that they are entitled to an
award of priority because they conceived the invention prior
to Buschmann’s March 24, 1988, German benefit date, and
achi eved an actual reduction to practice in February prior to
that date. Morrison and Yue also claimthat their activity
after the reduction to practice "neither |acked diligence nor

was an abandonment, suppression or conceal ment of the

% Paper No. 93, at 1.

6 Morr. Open. Br. 56.
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i nvention. "%

Consequently, we construe Mrrison and Yue's position to be
that they are entitled to prevail on either of two grounds:
(a) an actual reduction to practice prior to Buschmann's
benefit date w thout abandoni ng, suppressing, or concealing or
(b) conception prior to Buschmann's benefit date coupled with
diligence during the critical period starting just before that
date and ending on Mrrison's actual filing date of My 29,
1990. However, in view of Buschmann's concession that
Morrison achi eved an actual reduction to practice on Septenber
19, 1989, the critical period ends on that date rather than on
Morrison's filing date. |In our view, the eight-nonth interval
bet ween these dates is not |ong enough to raise a rebuttable

presunption of suppression or conceal nent. Conpare Schi ndel ar

v. Hol deman, 628 F.2d 1337, 1342-43, 207 USPQ 112, 117 (CCPA

1980), cert. denied, 451 U S. 984, 210 USPQ 776 (1981) (two-

year and five-nonth del ay between reduction to practice and

filing of application prima facie unreasonable).

| nasmuch as Morrison’s corrected prelimnary statenent

identifies Dr. Morrison and Dr. Yue as joint inventors of the

> Morr. Open. Br. 69.
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subject matter of the count, the testinony of neither of these
W t nesses can be relied on to corroborate the testinony of the

other. Mnny v. Garlick, 135 F.2d 757, 768, 57 USPQ 377, 388

( CCPA 1943).

1. The Novenber 24, 1987, designs as evidence of
conception

Morrison's earliest designs for a fetal pulse oxinetry
probe appear in MX 42, five pages of draw ngs and notes that
Dr. Morrison nade during a Novenber 24, 1987, neeting which
was al so attended by co-inventor Dr. Yue and by the foll ow ng
Lake Regi on Manufacturing Conpany (hereinafter, Lake Regi on)
personnel : Theodore Johnson, Joseph Fl ei schaker, Jr., Joseph
Fl ei schaker, Sr., and Don Hanson.® Johnson, the only non-
inventor witness who testified about this exhibit,> testified
that he is certain this exhibit is an accurate copy of what
Morrison prepared at that neeting.® This testinony is

sufficient to establish

58 Johnson, MR 22, 99 3-6; MR 498: 6-16.

* Hanson testified without nmentioning this exhibit or
t he Novenber 24, 1987, neeting. Neither of the Fleischakers
testified.

60 MR 493:18 to 494:19.
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that the pages which formthis exhibit were in existence on
Novenmber 24, 1987, whether or not Johnson’s testinony also
denonstrates that he understood the contents of these pages at

that time. Price v. Synsek, 988 F.2d 1187, 1195-96, 26 USPQd

1031, 1037-38 (Fed. G r. 1993).

Referring to page 1 of the exhibit, the sketch and
notations in the upper part of the page corroborate J.
Morrison’s testinony that during the neeting he described a
conventional fetal nonitor having a single EKG | ead for
measuring the pulse rate.® The sketches and notations at the
bottom part of the page corroborate his testinmony that he al so
brought and denonstrated a conventional non-invasive pul se
oxi neter system having a clip-on probe for neasuring oxygen
saturation in a finger, ear, or nose using a visible red LED
and an infrared LED for irradiating the tissue and a detector
for receiving the transmtted radiation, with the detected
infrared radiation intensity representing blood and the

detected red radiation intensity representing bl ood + oxygen. ¢

61 J. Morrison, MR 77-78, 1 13.
62 J. Morrison, MR 78, Y 14.
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Page 2 of the exhibit discloses a "1st Generation Probe"
or "Foxprobe" for "EKG + Oxineter + Tenperature." The "Fox"
in "Foxprobe" is derived fromfetal oxinmetry.% This exhibit
states that this probe is to have "Direct conpatibility with
Current fetal nonitor” and "Direct conpatibility with
Conventional oxineters." The follow ng notation also appears
on this page:

"2 independent pulse rates - sort out artifacts

Provides % O, saturation
Monitors fetal tenperature”

The "1st Ceneration probe,” which is depicted in sketches
at page 2 of the exhibit, consists of two separate parts
connected together by a "coil + teflon sheath” containing
"2 fibers + 4 wires.” The first part of the probe contains "2
leds [light emtting diodes] + detector” and is connectable to
a "Cable (wire)," presunmably of conventional design. The
second part of the probe is the "tip," which has two

hypoderm c "corkscrews,"” one for "Fiber + EKG' and the ot her

for "Fiber + T.C." Al though T. Johnson was unable to recal

63 J. Morrison, MR 78, Y 15.
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what the term"T.C. " represents,® it is apparent fromthe
description of the "2nd CGeneration Probe" at page 4 as "EKG +
Oxi neter + ThernmoCouple + pH' that T.C. refers to a

t hernmocoupl e.® Pages 3 and 5 of the exhibit show that the
"1st Generation Probe" can be a fornmed as a di sposable unit
connectabl e by an adapter to a "Standard oxineter - Nell cor,
etc.” and to a "Conventional Fetal Mnitor (EKG."

Referring to page 4, as already noted, the "2nd
Ceneration Probe" is described as being for "EKG + Oxi neter +
ThernmoCouple + pH " The top sketch and associ ated notation
indicate that pHis to be neasured by |ight passing through a
pH sensitive dye (HPTS), whose absorption characteristics are
very pH sensitive. The bottom two sketches show that a
hypoderm c needl e that contains, in addition to an "oxineter
fiber," a chanber containing pH sensitive dye, a sem -

perneabl e barrier wall for contact wwth the tissue, and two

el enents | abeled "light in" and "light out,” which Ted Johnson

64 MR 505: 4-5.

6% Ted Johnson’s testinony corroborates the existence of
t he pages of this exhibit on Novenber 24, 1987. It is not
necessary for himto testify that he understood the contents
of the drawing. See Price v. Synsek, 988 F.2d 1187, 1195, 26
UsP@d 1031, 1037 (Fed. Cr. 1993).
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expl ai ned are additional optical fibers for delivering |light
to and fromthe pH sensitive dye chanber.® It is readily
apparent froma conparison of the descriptions of the 1st and
2nd generation probes that the 2nd Ceneration probe
necessarily includes a second hypoderm c needl e (not shown)
whi ch contains a second oxinmeter fiber, as Dr. Morrison
testified.®

For reasons which will becone apparent, it should be
noted that each of the foregoing probe designs (hereinafter
t he Novenber 1987 designs) enploys a single probe tip

supporting two hypoderm c corkscrews supported in a fixed

rel ati onship and that these corkscrews contain the distal ends
of optical fibers which are long enough to transmt light to
and from LEDs and a detector contained in a separate housing.
We turn now to the question of whether the Novenber 1987
desi gns denonstrate conception, which is the "formation in the
m nd of the inventor, of a definite and permanent idea of the
conplete and operative invention, as it is hereafter to be

applied in practice.” Burroughs Welcone Co. v. Barr Labs.,

66 T. Johnson, MR 510:17-24.
67 J. Morrison, MR 81:6-7.
- 40 -
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Inc., 40 F.3d 1223, 1227-288, 32 USPQ2d 1915, 1919 (Fed. Grr

1994), cert. denied, 515 U. S. 1130, 115 S.C. 2553

(1995)(citation omtted) (our enphasis). Conception is
conplete only when the idea is so clearly defined in the
inventor's mnd that only ordinary skill would be necessary to
reduce the invention to practice, wthout extensive research
or experimentation. |d. An idea that is in constant flux is
not definite and permanent; conception is not conplete if the
subsequent course of experinentation, especially experinental
failures, reveals uncertainty that so underm nes the
specificity of the inventor's idea that it is not yet a
definite and permanent reflection of the conplete invention as

it is to be used in practice. Burroughs Wl cone, 40 F.3d at

1229, 32 USPQR2d at 1920. However, conception does not require
a reasonabl e belief by the inventors that the invention would
work for its intended purpose; the question is whether the
inventors formed the idea of their invention in sufficiently
final formthat only the exercise of ordinary skill remains to

reduce it to practice. Burroughs Wl cone, 40 F.3d at 1231, 32

USPQ2d at 1922. Because the invention involves two different

technol ogical arts, i.e., fiber optics and pul se oxinetry, the

- 41 -
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sufficiency of the disclosure of Mrrison and Yue's conception
evi dence nmust be judged fromthe standpoint of a person having

ordinary skill in both arts. Conpare In re Brown, 477 F.2d

946, 950-51, 177 USPQ 691, 694 (CCPA 1973) (where the
invention involves two different technol ogies, the sufficiency
of the disclosure is to be judged in terns of a person having

ordinary skill in both technologies) (citing In re Naquin,

398 F.2d 863, [866,] 55 CCPA 1428 [158 USPQ 317, 319] (1968)).
A conception nust also include every feature of the invention

recited in the count. Burroughs Wl lconme, 40 F.3d at 1228,

32 USPQ2d at 1919 (citing Coleman v. Dines, 754 F.2d 353, 359,

224 USPQ 857, 862 (Fed. Cir. 1985)).

It is clear that the Novenber 1987 designs represent
enbodi nents of probes that Drs. Mrrison and Yue envi sioned as
suitable for use in actual practice. It is also clear that
t hese probe designs, if used as intended, wll satisfy every
[imtation of nethod Count 5, as is necessary to prove
conception. That is, the "radiation emtter sensor area" of
the "monitoring device" recited in the count reads on the
hypoderm c needl e and optical fiber that emt red and infrared

light into the tissue under exam nation; the "radiation sensor
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area" of the "nonitoring device" reads on the hypodermc
needl e and optical fiber that receive red and infrared |ight
fromthe tissue under exam nation. Mreover, the fact that
bot h hypoderm c needles are to be stuck into the tissue
satisfies the requirenent of the count for sticking at |east
one of the sensor areas invasively stuck into the tissue and
emtting radiation fromthe radiation emtting sensor area to
illumnate the tissue between the sensor areas. The question
remai ns whet her Morrison has al so established by a

preponder ance of the evidence that at |east one of those

designs represents an operative invention. Burroughs Wl cone

40 F.3d at 1227-288, 32 USPQd at 1919. As evidence of the
operability of the Novenber 1987 designs, Morrison cites tests
carried out by Dr. Mrrison in February 1988 and offered prove
an actual reduction to practice.

2. The alleged February 1988 actual reduction to
practice

Count 5 reads as foll ows:

A nmet hod of nonitoring the condition of living
tissue with a nonitoring device conprising a radiation
emtter sensor area and a radiation sensor area, said
met hod conprising invasively sticking at |east one sensor

area into said tissue, emtting radiation fromsaid
radiation emtting [sic, emtter] sensor area to
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transillum nate ti ssue between the sensor areas, and
nmonitoring the transillum nation by neans of said

radi ati on sensor area.

To establish a reduction to practice of a nmethod count,

it is first necessary to show that each step of the nmethod was

performed. Szekely v. Metcalf, 455 F.2d 1393, 1396, 173 USPQ

116, 119 (CCPA 1972).

Morrison and Yue's evidence of an actual reduction to
practice consists of testinony about tests conducted by Dr.
Morrison, and witnessed by his wife, Helen, an anesthetist.?®8
These tests (hereinafter, the February 1988 tests) occurred on
or about February 8, 1988, using the apparatus shown in the
two phot ographs identified as MX 105.% Helen Mrrison’s
testinmony corroborates Dr. Morrison’ s testinony that the test
apparatus used in these tests was nade froma pair of 125
m cron plastic optical fibers approximately one and one-hal f
feet long, a pair of straight hypoderm c needles, a Nellcor
di sposabl e tape-on finger probe (including read and infrared

LEDs and a detector), and a Nonin pulse oxinmeter with a clip-

68 H Mrrison, MR 947: 15.

6 J. Morrison, MR 84-86, 11 24-25; H Morrison, MR 148-
50, 99 13-15.
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on finger probe. The Nellcor probe was nodified by exposing
the two LEDs and the detector and using epoxy to bond one end
of one fiber to the detector and one end of the other fiber to
the two LEDs. The other end of each fiber was | oosel y™
inserted into a respective hypoderm c needle, with the end of
each fiber extending slightly fromthe needle. Dr. Mrrison
then hel d both needl es close together in his right hand
between the thunb and forefinger™ and inserted their ends

t hrough and under the skin of his |eft forearmsuch that the

fi ber ends were spaced apart about one or two mllineters

whi l e under the skin surface. Dr. Mrrison explained that

[i]n this configuration, |ight was sent down one opti cal
fiber fromthe emtter of the Nellcor probe and passed

t hrough the perfused tissue in nmy forearmand then the
si gnal passed through the other optical fiber in ny
forearmto return through the detector of the Nellcor
adult finger probe. This return optical signal was

di spl ayed on the Nonin oxinmeter nonitor, which indicated
that an acceptabl e | evel of oxygen saturation for an
adult human, e.g., 97%to 100% was neasured. [MR 85, 1
25.]

Hel en Morrison al so nentions the presence of a notion artifact

and gives the range as 95%to 100% "Although there was a

0 J. Morrison,. MR 261: 4-6.
o J. Morrison, MR 242:23 to 243: 4.

- 45 -



Interference No. 103, 197

consi derable notion artifact, the oxinmeter responded
accurately and displayed a normal range of saturation val ues,
usually in the range of 95%to 100% "7

Hel en Morrison also confirmed Dr. Morrison's testinony
that he obtained the sane results when he used a single
hypodermi c needle to insert the end of only the emtting fiber
or the detecting fiber end under his skin and positioned the
end of the other fiber on the skin.” She al so explained that
he used the apparatus to test tissue in other parts of his

body, i ncluding

his | eg, earlobes, hands, and fingers and obtai ned
satisfactory oxinetry readings. ™
Buschmann argues that the February 1988 tests fails to

gualify as an actual reduction to practice of the subject

2 H Morrison, MR 148, Y 13.
% J. Morrison, MR 87, Y 31; H Morrison, MR 149, ¢ 14.

“ H Mrrison, MR 149, § 14. Dr. Mrrison further
testified that he al so successfully perfornmed the test after
bonding the optical fibers to a fetal finger probe to
determne if the invasive fetal probe concept would work on a
smal ler size emtter and detector that forns the fetal finger
probe (MR 86, f 26). However, this testinony |acks
corroboration and thus is entitled to no weight.
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matter of the count for a nunber of reasons. The first is
that the test apparatus was not "a nonitoring device," as
requi red by the count, because the emtter and the receiver
were "constructed as separate devices; using a separate
emtter and receiver would be inpossible in practice and thus
the 'nmonitoring device' of the count should be considered a
single device."”™ W do not agree that the term"a nonitoring
device" as used in the count should be construed so narrowy.
It is well settled that unanmbi guous counts are given the

br oadest reasonable interpretation without reference to either

party's disclosure, DeGeorge v. Bernier, 768 F.2d 1318, 1321,

226 USPQ 758, 760-61 (Fed. G r. 1985); Buschmann has not
asserted, |et alone denonstrated, that the count is ambi guous.

See also Newkirk v. Lulejian, 825 F.2d 1581, 1583, 3 USPQd

1793, 1795 (Fed. Cir. 1987) (limtations not clearly included
in a count should not be read into it). Wen the count is
given its broadest reasonable construction, it does not
require that the radiation emtter and the radiation detector
be supported in a fixed relationship with respect to each

other by a single carrier, i.e., probe body.

> B.Br. 63-64, paragraph 5.
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Nevert hel ess, we agree with Buschmann that the February
1988 tests failed to constitute an actual reduction to
practice. They fail with respect to the Novenber 1987 designs
because the test apparatus did not enploy the structure used
in those designs, i.e., tw hypoderm c corkscrew needl es
containing optical fibers and supported in a fixed
relationship to each other by a single probe body. The tests
al so fail as a sinultaneous conception and reduction of

practice of a probe design enploying two nearly parallel,

straight, separately supported hypoderm c needl es because
there i s no contenporaneous evidence denonstrating that Dr.
Morrison and/or Dr. Yue contenpl ated using such an arrangenent
in the "conplete and operative invention, as it is hereafter
to be applied in practice,” as is required for conception.

Bur roughs Wl cone, 40 F.3d at 1227-288, 32 USPQ2d at 1919.

Foll owi ng the February 1988 tests, Dr. Morrison nmade no
attenpt to construct an probe tip enploying straight needl es;
instead, he turned his attention to the problemof howto
construct corkscrew hypoderm ¢ needl es contai ning opti cal
fibers. The first probe design by Mrrison and Yue that did

not enploy at |east one corkscrew hypoderm c needle is the
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desi gn shown in MX 50, dated October 6, 1988, which enploys a
solid screw helix and two short hypoderm c needl es each havi ng
a single bend therein and containing an optical fiber.”® As
expl ained infra, probe designs enploying strai ght hypodermc
needl es containing optical fibers were not conceived until the
fall of 1989. See, e.g., MX 13, date stanped Cctober 3, 1989,
whi ch shows a probe body 6 supporting a solid corkscrew needl e
9 and an axially disposed strai ght hypoderm ¢ needl e 10 which
contains an optical fiber 1, which is the needl e design that
Buschmann concedes was actually reduced to practice on
Septenber 19, 1989.77 No attenpt was ever nade to assenble a
probe enpl oyi ng two straight hypoderm c needles, as used in
the February tests. Nor is such an arrangenent disclosed in
Morrison's involved application.

For the foregoing reasons, we conclude that the February
1988 test apparatus, rather than being envisioned as an
enbodi ment of a conplete and operative probe as it would be
thereafter applied in practice, instead was sinply designed to

determne the feasibility of using hypoderm c needl es

6 T. Johnson, MR 32, Y 26.
7 B.Br. 43, | 112.
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containing optical fibers to carry red and infrared light to
and froma region of tissue whose oxygen saturation is to be
measur ed.

3. The alleged problens with the February 1988
test apparatus and the Novenber 1987 designs

Al t hough our hol ding that the February 1988 test
apparatus did not represent an enbodi nent of a conplete and
operative probe as it would be thereafter applied in practice
is reason enough to deny Morrison's claimof a February 1988
actual reduction to practice, we have al so consi dered
Buschmann's alternative argunent that the February tests fai
as an actual reduction to practice because the test apparatus
was not actually neasuring oxygen saturation. Dr. Morrison
gave the follow ng reasons for his confidence that the
February 1988 test apparatus actually neasured the oxygen
saturation of the arterial blood in his forearmtissue: "

27. . . First, oximeter nonitors are designed and

constructed such that the oximeter probe to which they
were connected would provide nme a legitimte saturation

reading, or no reading at all. The nature of the

el ectronic instrunmentation is that it will not give you a
reading unless it is nmeasuring saturation since the
oximeter is designed to avoid artifacts. |f the oxineter

senses that the optical signal passing through the

" MR 86: T 27.
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optical fibers includes too many artifacts, then the

oximeter monitor will display no reading at all.
28. Wen neasuring oxygen saturation, the oxineter
monitor waits until it identifies neasurenents of four to

eight legitimte pul ses (heart beat pulses) resulting
fromthe pulsatile variations in the perfused tissue.
Once the oxineter nonitor identifies a sufficient nunber
of legitimate pulsatile signals, then the oxineter

noni tor displays a pulse (heart rate) and oxygen
saturation.

29. Wen | perfornmed the tests with the invasive
fetal probe configuration, with one or both needles (wth
optical fibers therein) under ny skin, the oxineter
nmoni t or connected to ny probe first "beeped " multiple
tinmes, indicating identification of legitimte pulsatile
signal s before displaying an oxygen saturation and pul se
(heart rate) reading. Since the oxinmeter nonitor
operated in the fashion it normally does when neasuring
oxygen saturation, | was confident that the optical fiber
arrangenment under ny skin was neasuring oxygen

30. Second, about the sane tine | perforned the
test, | also neasured the oxygen saturation of my finger
usi ng a conventional non-invasive pul se oxinetry probe.
The oxygen saturation neasured at ny finger with a
conventional probe closely approxi mated t he oxygen
saturation nmeasured in ny forearmw th the invasive feta
probe design. Exhibit 106 is a true and accurate copy of
a col or photograph of the finger probe | used during this
testing period. [Enphasis added.]

The Morrison reply brief further argues™ that "[i]t is quite
unlikely that pul se oxineter nonitoring nmanufacturers would
et a pulse oxineter nonitor be sold publicly that did not
prevent a fal se reading based on notion artifact (by

eval uating the signal comng in as either legitimte or not

" Morr.Open. Br. 36.
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legitimate) and either give no reading at all, or give a
standard error alert reading."

Buschmann has presented evi dence whi ch persuades us that
t he foregoing assunptions are incorrect, i.e., that the test
apparatus was actually responding to stimuli other than the
oxygen saturation of the arterial blood in Dr. Mrrison's
forearmtissue. Buschmann al so uses this evidence to
denonstrate the inoperability of the, in which case they fai
as proof of conception.

Buschmann' s evi dence of inoperability consists of
testimony by inventor Dr. Buschmann® and by Rei nhold Fal kowski
concerning various tests they perforned® which allegedly
reveal ed the follow ng problens with the February 1988 test
appar at us:

(a) Shunt 1ight

Buschmann uses the term"shunt light" to refer to DC red

and infrared light that travels directly fromthe LEDs to the

phot odi ode wi t hout passing through the optical fibers and

8% Cited at B.Br. 78.

8 Cited at B.Br. 60, 74-75. Fal kowski is enployed by
BLM (Fal kowski, BR 21), which was founded by Dr. Buschmann in
1978 (Buschmann, BR 7, T 2).
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tissue.

DC red and DC infrared are two of the quantities detected by
an oxinmeter and used to calculate onmega (S), the other two
val ues being AC red and AC i nfrared: 8

S = AG ed/ DG ed = NVD ed
AC r/ DGR MD R

The rel ationshi p between onega and oxygen saturation is
represented by the graph at page 12 of Buschmann's bri ef.

Fal kowski testified® that when he constructed the
Morrison test apparatus w thout using glue to connect the ends
of the optical fibers to the LEDs and phot odi ode of the
nodi fied Nellcor finger probe, he neasured shunt |ight val ues
of 18 nWred and 33 nWinfrared, whereas when he placed a
bl ack absorbing hard foam between the emtter and receiver, he
obt ai ned values of O nV [sic, nW red and O nV [sic, nW
infrared. These 18 nW(red) and 33 nW (infrared) values are
much hi gher than the 3 nWof |ight that Fal kowski neasured as

passi ng through the tissue under "optinmal coupling

8 B.Br. 12.

8  BR 24.
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conditions,” which appears 8 Fal kowski found that the anount
of shunt light increases dramatically when glue is used to
connect the optical fibers to the LEDs and phot odi ode and t hat
t he magni tude of the increase depends on the material used and
its absorbing and scattering properties, with a factor of ten
not being a bad guess.® Morrison responds that Fal kowski
failed to take into account the fact that Dr. Mrrison

prot ected agai nst shunt |ight by using lunps of opaque epoxy,
citing "Morrison J., MR 257-60, and Inspection of Exhibit 105,
232, 234 (see MR 27[1]-272), Exhibit 235."% However, the
cited testinony does not describe the epoxy as opaque, which
in any event seens an unlikely choice for a material that is
to provide optical coupling. Nor does the adhesive in

Exhi bits 232 and 234 appear to be opaque, although sone parts

of the surface appear very dark, which could be the result of

aging -- these photos apparently were not taken until after

8  BR 25-26, { 4d.
8 BR 53: 1-32.
8 Morr. Open. Br. 33.

8 Morr. Open. Br. 33.
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the interference was declared.® Mrrison also argued that the
tests were perforned in a darkened roomso as to further guard
agai nst unwanted |ight paths and contam nation.? Fal kowski's
tests al so were unaffected by anmbient |ight, as he detected no
red and infrared shunt light with the black absorbing foamin
pl ace. Fal kowski's testinony persuades us it is
likely that during the February 1988 tests the oxineter was
responding at least in part to red and infrared shunt |ight,
whi ch woul d have been incorrectly treated as DGed and DGr by
the oxinmeter. As is clear fromthe equation for onega and the
chart showi ng the relationship between onmega ans oxygen
saturation, the effect of shunt |ight on the displayed
saturation val ue depends on the relative |evels of anmounts
shunt red and shunt infrared. An increase in shunt infrared

(DGCRr) increases onega and decreases saturation; an increase in

8 During Dr. Morrison's cross-exam nation, counsel
Grunzwei g stated that he observed the taking of these
phot ographs. MR 271:21- 25.

8 1d.
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shunt red (DGed) decreases onega and increases saturation.®
For all onegas at or below 0.4, the saturation is given as
100%

We agree that shunt light likely contributed to incorrect
oxygen saturation readings during the February 1988 tests and
that for this reason those tests do not constitute an act ual
reduction to practice even if the February 1988 test apparatus
represented an enbodi nent of a conplete and operative probe as
it would be thereafter applied in practice. However, this
does not detract fromthe operability of the Novenber 1987
desi gns, because one having ordinary skill in the art
presumably woul d have known to shield against shunt light. An
i noperative disclosure can be relied on to prove conception
"if the invention can readily rendered operative w thout the
exercise of the inventive faculty.” See |l CW Rivise & A D

Caesar, Interference Law & Practice § 120, at 355-60 and cases

cited therein (Mchie Co. 1940).

(b) Insufficient light to the tissue site

%  Fal kowski incorrectly asserts that "[i]f DC infrared
has a greater shunt than DC red, the ACs being indifferent
around one, onega becones smaller than 1 and the saturation
accordingly is displayed as being in the upper range" (BR 32,
| ast three lines).
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Fal kowski testified® that

Dr. Morrison stuck two hypoderm c needles parallel into
the tissue, fed the emtting and receiving fibers into

t he hypoderm c needles until they touched the tissue and
finally optionally renoved the fiber. Thus, he
positioned the ends of the optical fibers 1 nmm apart
having ti ssue between the ends of the fibers. Wen we
repeated the experinment here, we got under opti nal
coupling conditions less than 3 nWthrough the tissue.
This is the resolution lower |imt of our big R & D pul se
oxi metry devi ce.

By "lower limt" Fal kowski apparently nmeans the m ni mum
acceptabl e anplitude for nodulated (i.e., AC and DC) red and
infrared |ight conmponents produced when actually neasuring the
transm ssion of light through pulsatile tissue. Fal kowski
further explained® that
From addi ti onal experinents we guess that the |ight
intensity was not even 300 FW([sic, FFW. If this is
conpared to the shunt light of 18 nWrespectively 33 nW
[sic, 18 nWred and 33 nWinfrared], the DC [shunt |ight]
is in the range of 60 to 100 fold that of the Iight
transmtted through the tissue.
While Morrison faults Fal kowski's tests for using steak

instead of live tissue,® he did not explain, and it is not

apparent to us, why this would invalidate the foregoi ng test

. BR 25-26, 1 d.
2 BR 26, 1 e.

%  Morr. Open. Br. 37.
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results. Furthernore, Fal kowski's tests results are
consi stent wth subsequent tests allegedly conducted by Dr.
Morrison. Specifically, on October 18, 1988, Dr. Morri son,
using a | ow power calibrated wave | ength power neter obtai ned
from Newport Corporation,® found that the 125 m cron opti cal
fibers he used in the February 1988 tests were not carrying
enough |ight:®
After testing the optical power and sensitivity of the
125 mcron optical fiber, | believed | wasn't getting
enough light in or out of the fiber. Accordingly, in ny
not ebook entry of October 18, 1988 (Exhibit 136) | noted
that | would make a new probe configuration using 250
m cron optical fiber.
On Novenber 8, 1989, Mrrison conducted tests on probe that
Ted Johnson had made having an optical fiber inside a spiral
needl e and recorded the test results in a page (MX 128) in his

research notebook.® This notebook page, which is dated

"11/8," shows a |ight output of about 18 nWfor a tw sted

% J. Morrison, MR 99, 1 609.

% J. Morrison, MR 102, T 75. Although this testinony is
uncorroborated, it can be relied on as an adm ssi on agai nst
interest. Guber v. Via, 221 USPQ 276, 279 (Bd. Pat. Int.
1982); WAagner v. Notley, 202 USPQ 299, 303 (Bd. Pat. Int.

1977) (citing Il CW R vise and A D. Caesar, Interference
Law and Practice 8§ 402 (Mchie Co. 1947)).

% J. Morrison, MR 106, 9 88.
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fi ber versus about 270 nWfor a straight fiber. A second test
shows about 18 nWfor a twi sted fiber versus about 210 nWfor
a straight fiber.
Finally, in the sunmer of 1989, testing of probes Myall nade
with a dual spiral configuration and others he made with a
single coil containing a fiber and a center cannula containing
a fiber showed that their performance was "margi nal" and that
it was necessary to increase the overall optical efficiency,
whi ch was acconplished by switching to two desi gns having the
LEDs directly on the face of the probe tip.% In one design,
light was collected by an optical fiber in a coiled needle
(see MX 12, page 1); in the other, light was collected by an
optical fiber in a central cannula (MX 13, page 1). It is the
| atter design that Buschmann concedes was actually reduced to
practice on Septenber 19, 1989. %

In view of the above, we hold that Mdrrison failed to
denonstrate that the February 1988 test apparatus delivered
enough light to the tissue site to result in a valid oxygen

saturation reading. As a result, the February 1988 tests

° Mayal |, MR 141-42, { 12.

% B.Br. 43.
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failed to constitute an actual reduction to practice even if
the test apparatus represented an enbodi nent of a conplete and
operative probe as it would be thereafter applied in practice.
Because the Novenber 1987 designs enploy optical fibers in
needl es (coiled needles at that) to deliver light to the
tissue site, those designs also would deliver insufficient
light to the tissue site and thus are ineffective as evidence
of concepti on.
(c) Motion artifacts due to needl e novenent

According to Fal kowski, the only expl anation possible for
obt ai ni ng apparently valid pul se rate and oxygen saturation
readings with the February test apparatus is that?®°

all of the light going through the fibers has been

nmodul ated by notion artifacts and thus becane AC of the

Morrison experinent. The corresponding DC is the shunt

light traveling fromone drop of glue to the other drop

of glue. Thus, he [Mrrison] encountered a nodul ation

depth of about 1% to 2% which is a normal nodul ation

depth for a conmercial pulse oxineter, if the waveform

happens to | ook |ike a pul se.

Fal kowski then expl ai ned how this nmust have happened: '

Experinmental ly, we found that [when] keeping the two
hypoder mi ¢ needl es perpendicular to the skin, as Dr.

® BR 26, T e.

100 BR 26,  f.
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Morri son described the experinment, the researcher's
finger pulse creates a pulsatile notion artifact. 1In the
absence of noise, i.e., when Dr. Morrison happened to
keep the needl es so steady that only his finger pulse was
taken up, he happened to create an acceptabl e signal.

Specifically, this finger pul se caused variations in the
spaci ng of the needle tips:

[1]t 1s obvious that the pul se he detected was his own
pul se, but the origin was not the arterial blood noving
in an out (= arterial pulse) but a notion artifact, i.e.
a changi ng di stance between two fiber tips creating a
changi ng pul se length through tissue with all the
conponents present, tissue, venous blood, capillary

bl ood, arterial blood while only the arterial blood
shoul d change (optical plethysnography).

Thi s argunent has support in the follow ng test conducted by
Fal kowski, which he offered in support of the argunent,

di scussed infra, that a needle spacing of 1 or 2mm of tissue

is too close to provide a detectabl e nodul ati on signal even
under optimal coupling conditions, i.e., wthout using optical
fibers.

Al t hough Fal kowski does not so state, Morrison!® appears to

accept Buschmann's claint® that this test was perforned on a

01 BR 31, T 11.
02 Morr. Open. Br. 37.
103 B Br. 75; Buschnmann, BR 19, | 27.
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pi ece of steak rather than on living tissue. The test was
conducted as foll ows:

In order to get rid of the problens with optical fibers,
| replaced the optical fibers by the sem conductors
itself placing the sem conductors inside tiny windows in
strai ght hypoderm c needles which | covered with a
transparent epoxy adhesive. Thus, | had one emtting
needl e and one receiving needle which I could stick into
the tissue with any distance desired. Since | had no
light |osses coupling the light into fibers, | had plenty
of light and an excellent signal quality accordingly.

G ven this ideal experinental conditions | could
concentrate on the biol ogi cal background: The nodul ation
depth of a very small tissue layer. | stuck in the two
hypoderm c needl es at a distance of 2.0 nmusing a

preci se carrier keeping the distance constant while
inserting the needles. After the needl es were positioned
| gave the needles free, so that they could pul sate
freely like the hypoderm c needles in the original
Morrison experinent. In this experinment with 2 nmtissue
| ayer | nmeasured an ACto DC ratio (= nodul ati on depth)
of 0.03%in the red and 0.04%in the infrared. Since Dr.
Morrison had only 1 mm| repeated the experinent with a
gap of 1 mmtissue layer. Here |I received a nodul ation
depth of 0.015% for the red and 0.02% for the infrared.
This is an irrefutable proof that the Mrrison experinent
did not work in the sense that the val ues di splayed had
nothing to do with pulse oxinmetry. Any conmercial pul se
oxi meter woul d have given a | ow perfusion error nessage
receiving such a | ow nodul ati on depth. Even if Dr.
Morrison had had access to such sophisticated sensors we
are able to build now after years of work and experience
in building invasive sensors which Dr. Mrrison has not
had [sic] at that tinme, he could not have received a
reasonabl e signal on a commrercial pul se oxineter.

We under stand Fal kowski's statenent that he "gave the needles

free, so that they could pulsate freely like the hypodermc
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needles in the original Mrrison experinent" to nmean that he
hel d the needl es between his thunb and i ndex finger, as Dr.
Morrison did. As a result, this test denonstrates that the
heart beat in Fal kowski's thunb and index finger caused sone
[ ight nodul ation, albeit at levels slightly bel ow the m nimm
| evel s required by a conventional oxineter (i.e., 0.05to
0.07%%). In fact, Dr. Mrrison admtted that sone needl e
spaci ng variations nmay have occurred, though he doubted they
were detectable. Specifically, when asked whether this
nodul ati on of the needl e distance could have created a pul se
artifact, ' he responded: 1%
It may be possible, but it would not be expected to
produce a normal kind of saturation. It would be
detected as perhaps a pul se, but generally not
reported by the oxinmeter as a valid saturation
readi ng unl ess you could be extrenely consi stent
about the notion artifact thus produced.
Isn't the pulse in your thunb a consistent pulse?
Yeah, but you have to have a consistent pul se, you
have to have consistent pressure, consistent spacing

bet ween the ends of the needles. There are too many
factors that must renmain consistent for you to

4 BR 27, 1 6.
105 3. Morrison, MR 18-20.
106 J. Morrison, MR 254:5 to 255:11
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obtain a saturation readi ng because of the notion
artifact. That's been ny experience.

We are of the view that even if, as Mrrrison contends, the
test apparatus actually was neasuring the oxygen saturation of
the arterial blood in Dr. Murrison's forearmtissue, the |ight
nodul ati on caused thereby may have been significantly affected
by the |ight nodul ation due to the variations the distance
bet ween the needl e ends, which is sufficient reason to doubt
t he accuracy of the oxygen saturation readings. Consequently,
this is an additional reason why the February tests did not
constitute an actual reduction to practice. However, this
probl em does not make the Novenber 1987 designs inoperative,
because in those designs the distance between the ends of the
needl es is fixed.
(d) Mtion artifacts due to fiber optic novenent

Fal kowski al so testified® that when optical fibers are
bent, the light intensity is nodulated as the fiber's geonetry
changes, and that this effect plays a significant role

if the accuracy of the light transmssion is high, i.e.,

if nmodul ation of 1% or less is a problem This is

exactly the case in pulse oxinetry, since a nodulation in
the range of 0.1-1%is exactly the AC signal range.

107 BR 29-30, { 10.
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Accordingly light fibers are inadequate for pul se
oxinetry, at least to the degree where novenent of the
fi ber can not be securely excl uded.
As evidence that novenment of an optical fiber is capable of
nmodul ating light that is being transmtted therethrough,
Fal kowski 1°¢ cites Buschmann's U. S. Patent 5,241,300 (BX 1),
whi ch di scloses an infant vest which operates on this
principle to nonitor respiration.

However, Fal kowski did not present any experinental proof
that this was a significant problemin the February 1988 test
apparatus. Nor it apparent why the probe enployed in the
Sept enber 19, 1989, actual reduction to practice, which had a
|l ong optical fiber for transmtting received light fromthe
tissue site to a renote photodetector, did not also suffer
fromthis problem W therefore are not persuaded that the
February 1988 test apparatus or the Novenber 1987 designs were
i noperative in this respect.

(e) Wavel ength m snmat ch

Buschmann argues!® that the results of the February 1988

tests are suspect because the Nonin oxinmeter was not

18 BR 29-30, § 10.

109 B.Br. 68-69.
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calibrated for use with a Nellcor finger probe, which nmay have
enpl oyed di fferent radiati on wavel engths than were used to
calibrate the oxinmeter. W find this argunment unpersuasive in
view of the testinony by Helen Morrison, an anesthetist, that
it was her understanding that "[m any probes can adapt to
different pul se oxineters"!® and that she was personally aware
of hospital personnel using a Nellcor probe with a Nonin

oxi nmeter. ! Moreover, Buschmann's argunent is not supported
by any data establishing an actual wavel ength m smatch bet ween
Noni n oxi neter and the Nellcor finger probe. The argunent
concerning the alleged wavel ength m smatch is therefore
unconvincing with respect to the all eged February 1988 act ual
reduction to practice as well as the all eged Novenber 1987
conception. Furthernore, even if it assuned that wavel ength
m smat ch caused significant errors in the oxygen saturation
readi ngs obtained during the February 1988 tests, this would
not undercut the claimof conception, because one having
ordinary skill in the oxinetry art would have recogni zed this

probl em and woul d have known to avoid it.

1100 H Morrison, MR 946: 22-23.
11 H Morrison, MR 947: 3-6.
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(f) I'nsufficient tissue thickness

Fal kowksi offers both a theoretical explanation and an
experiment which allegedly prove that a needle tip spacing of
1-2 mmof tissue is too small to yield provide a detectable
nmodul ation signal. The theoretical explanation!!? is that a
finger sensor used on a tissue layer 10 mrmto 15 mmt hick
results in a nodul ati on depth of about 1%to 5% that
decreasing the thickness by a factor of 5 decreases the
nodul ati on depth by a factor of 5 or even nore, and that
decreasing the tissue thickness to 1 mmw Il result in a
nodul ati on depth below the 0.05%to 0.07% m ni nrum nodul ati on
depth accepted by comercial pul se oxineters. This argunent
is unconvincing for the follow ng reason. Taking the worst
case of a 1% nodul ation depth for 15 nmof tissue, the
nodul ati on depth for 1 mmof tissue (the lower end of the 1-2
mm range given by Dr. Mrrison) would be 1% divided by 15, or
0.067% which is within the m ni num accept abl e nodul ati on
range of 0.05%to 0.07% For 1.5 mmof tissue, the nodul ation
woul d be 1% di vided by ten, or 0.1% which is above the

m ni mum accept abl e nodul ati on range. The experinment on which

1z BR 27, { 6.
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Fal kowski relies is the "steak" experinment described above
under the heading "Mdtion artifacts due to needl e novenent,"

i n which Fal kowski mneasured nodul ati on depth of 0.03% (red)
and 0.04% (infrared) for a 2 mmneedle tip spacing and 0.015%
(red) and 0.02% (infrared) for 1 mm As noted above, this
test denonstrates that the heartbeat in Fal kowski's thunb and
i ndex finger caused |ight nodul ation at |evels too small to be
detected by a conventional oxineter when the needl es ends were
1-2 mmapart in a piece of steak., The test does not show
that this spacing is too small when the needles ends are 1-2
mm apart in live tissue.

For the foregoing reasons, we are not persuaded that
Morrison's February 1988 test apparatus was inoperative for
failing to enploy a sufficiently |arge spaci ng between the
needl e ends or that the Novenber 1987 designs were inoperative
for that reason

(g) Failure to test over a range of saturation
val ues

Buschmann argues that the February 1988 tests fail to
show that the test apparatus would work in its intended

envi ronnment, because it was not used to track changes in
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oxygen saturation levels or to detect any abnornal oxygen
saturation level, such as a | evel below 80% which Dr.
Morrison conceded is essential in a useful oxineter:?3

Q In order for an oxineter to be considered operating

properly, isn't is true that it would be necessary
for it to respond down to a range of at |east 80

percent ?
A | don't believe that would be sufficient.
Q It would have to go |l ower than 80 percent?

A Yes, in nmy opinion.
See also MR 268:8-11, where Dr. Mrrison explained that "to
the best of ny know edge, commercially used oxineters do go
bel ow 80 percent. |If they didn't, they wouldn't probably be
useful . "

Curiously, Buschmann did not nake this argunment with
respect to Dr. Morrison's Septenber 19, 1989, test, which
Buschmann concedes constituted an actual reduction to

practice.* That test, which was recorded on vi deot ape by

113 J. Morrison, MR 267:15-21.

4 B.Br. 43, 1 112.
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Hel en Morrison, '*® invol ved a probe |ike that shown in the
drawi ng at the seventh page of MX 173, which has a solid wre
coil, LEDs nounted on the face of the probe tip, and a center
cannul a contai ning an optical fiber.'® The videotape shows
that with this probe screwed into Dr. Mrrison's finger tip,
oxi met er showed readi ngs between __ and 100% In any event,
since the oxi neter was conventional and thus known to be
capabl e of tracking AGed, DGCed, AGr and DCr for arterial

bl ood over the required range of oxygen saturation values, it
was not necessary for Dr. Mrrison to reprove that capability.
It was only necessary to prove that the AGed, DGed, ACr and
DCr val ues obtai ned when using his test apparatus actually
represented the arterial blood in the tissue between the
needl e ends, which he failed to do for the reasons noted
above. Therefore, Dr. Mrrison's failure to use the February

1988 test apparatus over a range of saturation values does not

115 MX 72; J. MNbrrison, MR 124, q 149; H Morrison, M
150, Y 17.

16 This drawi ng, which is undated, indicates that it was
wi t nessed and understood by Helen Mdrrison. A different copy
of the same draw ng, wi tnessed by soneone el se on Septenber
30, 1989, is in the record as MX 13, which Mrrison's
attorney, C ayton Johnson, received fromDr. Mrrison on
Cct ober 3, 1989 (C. Johnson, MR 11, ¢ 30).
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detract from

the all eged February 1988 actual reduction to practice.
Furthernore, that argunent is irrelevant to conception.
(h) Summary

The February 1988 tests fail as an actual reduction to
practice of the nethod recited in Count 5 because Morrison has
not denonstrated that the oxineter readi ngs were not
respondi ng to significant anounts of the follow ng factors:

(a) shunt light;

(b) Insufficient light to the tissue site; and

(c) Motion artifacts due to needl e novenent.

O these factors, (b) and (c) also apply to the Novenber 1987
designs and thus render theminsufficient to prove conception
of the subject matter of Count 5.

I f Count 5 were replaced by proposed Buschmann Counts 2
and 4 or by proposed Mannhei mer Count MAN-2, which are limted
to the 1-O and O | species of invasive tissue oxineters, the
Novenber 1987 and February 1988 tests would fail as evidence
of conception and an actual reduction to practice for the

addi tional reason that they represent I-1 species and thus
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woul d fall outside the count.

5. Additional alleged problens
wi th the Novenber 1987 designs

Buschmann questions the sufficiency of the disclosure of

t he Novenber 1987 designs (MX 42) in a nunber of respects,

i ncludi ng the foll ow ng:
If there are 2 fibers, one fiber would have to transm't
both red and infrared light. There is no disclosure of
how to feed both red and infrared light into a single
fiber. There is no discussion of howto nodify the
signal analysis software for the signal processor. There
is no discussion of howto nake this probe (and in fact
they were never able to make this probe). Further, the
di scussion of technique is incorrect - one does not
measure two i ndependent pul se rates.

The criticismthat the conception docunent does not explain

how

to feed both red and infrared light into a single optical

fi ber is unconvincing, because it fails to take into account

that the sufficiency the disclosure is to be judged fromthe

standpoi nt of a person skilled in both fiber optics and pul se

oxi nmetry.

s B.Br. 20, 1 37.
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Buschmann has not satisfactorily explained why such an artisan
woul d have required undue experinmentation to couple a single
optical fiber to two LEDs.

| nsofar as software design is concerned, Buschmann has
not satisfactorily explained why the Novenber 1987 designs,
which were intended to be issued with a conventional oxineter,
woul d require any nodification of the software used by the
oxineter, |let alone why such nodification would require undue
experiment ati on.

As for the absence of any discussion in MX 42 of howto
make probes disclosed therein, the question of whether the
desi gns depicted coul d have been nmade operabl e by one skilled
in the art was addressed, supra.

Regarding the "two different pulse rates" nentioned in
the exhibit, it is not clear to us fromthe record what this
phrase neans. However, even assum ng for the sake of argunent
that pul se oxinmetry does not enploy two different pul se rates,
Buschmann has not expl ained why the artisan woul d have failed
to recognize this error or would have been so msled by this
error as to have required undue experinentation to nmake the

probes in question.
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6. The March 15, 1988, design as
proof of conception

As the Novenber 1987 designs and February 1988 tests are
insufficient to establish conception or an actual reduction to
practice, it is necessary to consider whether the design
depicted in the drawi ngs dated March 15, 16, and 21, which are
prior to Buschmann's March 24, 1988, benefit date,
constitutes a conception. These draw ngs (MX 45-48), which
were made by Ted Johnson, showing a different fetal probe
design that is hereinafter referred to as the March 15, 1988,
design. MX 47 is a copy of a page dated March 16, 1988, from
Johnson's Lake Regi on not ebook, *® wit nessed by Hanson at the
tinme it was made, '*® and containing three sketches. The top
sketch, | abel ed "PRESENT DESI GN," shows a plastic, cylindrical
fetal probe body having a .022" s.s. (stainless steel) cork
screw extendi ng one fromface and two tw sted | eads extending
fromthe other. Although Ted Johnson expl ained that this

sketch represents a market device which was not used for

18 T. Johnson, MR 29, § 20.

119 Hanson, MR 42, 1| 4.
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oxi netry, 2 he did not explain what it was used for. [W note
that a fetal probe having this construction is described in
t he "Background Art" portion of Hochberg (col. 1, |ines 29-39)
as useful for neasuring fetal heart rate, i.e., an EKG ]

The m ddl e sketch in MX 47, |abeled "NEW FI BER OPTI C
DESI GN
enpl oys fiber optics in place of the two twisted leads. As is
apparent fromthis sketch, the distal end of a first optical
fi ber extends axially through the probe body, term nating at
the distal face. As shown in both the m ddle and bottom
sketches, the distal end of a second optical fiber extends
t hrough the probe body and through the center of the cork
screw, which is hollow and nay be fornmed of netal or plastic.
Notation to the right of the bottom sketch states that "FlIBER
I N CORKSCREW CAN BE FOR PH. FI BER ON HUB SURFACE CAN DETECT
PULSE." The sane design, dated 3/16/88, appears as the bottom
sketch in MX 45, which is a copy of a page from Ted Johnson's

per sonal notebook, *** and also in MX 46, a detail ed draw ng

120 T, Johnson, MR 576: 1-10.
21 T. Johnson, MR 28,  19.
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made by Ted Johnson on March 15, 1988.!% The same design al so
appears in a drawing (MX 48) nmade by Ted Johnson on March 21,
1988, which is the last drawing dated prior to Buschmann's
March 24, 1988, benefit date.

As Buschmann correctly notes, ** al though t hese sketches
and the acconpanying notation identify the straight axi al
optical fiber as a "pulse fiber”™ or a "pulse nonitoring
fiber," there is no nention of pulse oxinetry, neasuring
oxygen saturation, or having a separate emtter and receiver.
Nor is there any explanation in the exhibits of how the
optical fiber in the corkscrew hypoderm c needle is to nmeasure
pH. Ted Johnson testified that when he nade the sketch
identified as MX 46, he understood it to "illustrate
hypoderm c tubing enbedded in a plastic probe to forma hol | ow
corkscrew needle and to forma straight needle." He al so
offered the foll owi ng explanation of how the March 15, 1988,

design was to be used to neasure oxygen saturation

22T, Johnson, MR 570:1-14.

23T, Johnson, MR 574:23 to 575:18.
124 B, Br. 22, T 43.

25T, Johnson, MR 570:1-14.
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While | understood that this configuration (having two
optical fibers arranged for placenment bel ow the fetal
skin and spaced from each other) was for pul se oxinetry,
i.e., measuring fetal oxygen saturation, | also
understood that one of the optical fibers could be used
to measure the pH, in addition to pul se oxinetry, along
the lines of the Second [ eneration design shown in
Exhi bit 42. 126
Johnson's expl anation of the March 15, 1988, design is
unconvi ncing for several reasons. First, when he was asked
during cross-exam nation to explain howthis design would
nmoni tor oxygen saturation, he replied that he did not know. 27
Second, none of the docunents disclosing the March 15, 1988,
desi gn enpl oy any of the | anguage used in the Novenber 24,
1987, exhibit (MX 42) to indicate that oxygen saturation is to
be neasured, i.e., the |language "Oxineter" (pp. 2, 4),
"Provides % Q, saturation"” (p. 2), and "oxineter fiber”
(bottomof p. 4). Instead, the March 15, 1988, design
docunents enploy the term"pH," which is clearly distinguished
fromoxinetry in the notations about the "2nd Generation”

probe. Third, the drawi ngs of the March 15, 1988, design do

not show enough optical fibers to neasure pH and oxygen

26 T, Johnson, MR 27-28, Y 18.
27 T. Johnson, MR 576: 14-16.
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saturation in the manner of the "2nd Generation"” probe, which
enpl oyed a total of four optical fibers, three in a first
hypoderm ¢ needl e, of which two are used to neasure pH and the
third is used to neasure oxygen saturation in cooperation with
a fourth fiber contained in a second hypoderm c needle. The
sketches of the March 15, 1988, design clearly show a total of
two optical fibers, of which MX 47 indicates that the "FIBER

| N CORKSCREW CAN BE FOR PH' and the "FI BER ON HUB SURFACE CAN
DETECT PULSE."!»® As a result, we are not persuaded that the
March 15, 1987, probe design was intended to be used to
measur e oxygen saturation by pulse oxinetry. It is possible
that this design instead represents a probe for neasuring pH
and pulse rate (i.e., heartbeat), albeit in a manner that is
not apparent to us. Consequently, the March 15, 1988, design
does not represent a conception. W note in passing that
Buschmann's contention'® that "the drawi ngs [of the March 15,
1988, design] refer to one optical fiber for pulse and anot her

optical fiber for pH (apparently simlar to Hochberg)" (our

122 Notati on adjacent to bottom sketch on MX 47.

122 B.Br. 21-22.
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enphasi s) inaccurately characterizes Hochberg, *° whi ch uses
both of its optical fibers (30 and 32) to nmeasure pH
Hochberg uses wires 22 and 24 to neasure EKG i.e., the fetal
pul se rate.

Assunming for the sake of argunment that Ted Johnson's
testi nony about using the March 15, 1988, design to neasure
oxygen saturation in the manner of the "2nd CGenerati on probe"
is credible, the March 15, 1988, design nevertheless fails as
evi dence of conception because it enploys an optical fiber to
deliver light to the tissue site, which was an inoperative
technique at that tinme for the reasons given above in
connection wth the Novenber 1987 design and the February
1988 test apparatus.

7. Diligence

As Morrison has failed to prove conception prior to
Buschmann's March 24, 1988, benefit date, it is not necessary
to consi der whether Mrrison was diligent during the period
running fromjust before that date up to Septenber 19, 1989,
the date of his actual reduction to practice. Nevertheless,

we have considered this in the interest of conpl eteness.

130 Mannhei ner Exhi bit 44.
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Di | igence can be shown by evidence of activity ainmed at
reduci ng the invention to practice, either actually or
constructively, and/or by legally adequate excuses for

inactivity. Giffith v. Kanamaru, 816 F.2d 624, 626, 2 USPQd

1361, 1362 (Fed. Cir. 1987). It is necessary to account for
the entire critical period, Giffith, 816 F.2d at 626,
2 USPQ2d at 1362, with evidence that is specific as to facts

and dates. Gould v. Schawl ow, 363 F.2d 908, 920, 150 USPQ

634, 644 (CCPA 1966). Although the case |aw on excuses for
inactivity in reducing to practice reveals that the reasonabl e
everyday problenms and |limtations encountered by an inventor
must be considered, Giffith, 816 F.2d at 626, 2 USPQd at
1362, efforts to achieve an actual reduction to practice of an
i nvention outside the count will excuse inactivity with
respect to the invention of the count only if it is necessary
to reduce the inventions to practice in that order. Naber v.
Cricchi, 567 F.2d 382, 385, 196 USPQ 294, 296-97 (CCPA 1977),

cert. denied, 439 U S. 826, 200 USPQ 64 (1978); Thonpson v.

Dunn, 166 F.2d 443, 77 USPQ 49 (1948). As an exanple of when
wor k on anot her invention constitutes a satisfactory excuse,

Giffith and Naber both cite Keizer v. Bradley, 270 F.2d 396,
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398-99, 123 USPQ 215, 217 (CCPA 1959), wherein an inventor was
excused for delaying building and testing of the invention of

t he count, an automatic chroma control circuit for a new col or
tel evision receiver, until conpletion of the receiver into
which it could be incorporated and tested. "Delays in
reduction to practice caused by an inventor's efforts to
refine an invention to the nost marketable and profitable form
have not been accepted as sufficient excuses for inactivity."
Giffith, 816 F.2d at 627, 2 USPQ2d at 1363. A short
period of unexplained inactivity is sufficient to defeat a

claimof diligence. Mdller v. Harding, 214 USPQ 724, 729 (Bd.

Pat. Int. 1982) (unexplained inactivity for one and one-nont hs

defeats claimof diligence); Murway v. Bondi, 203 F.2d 742,

749, 97 USPQ 318, 323 (CCPA 1953) (party not diligent where,
following June 7 activity, which was just prior to opponent's
June 14 entry into the field, party did not perform other acts

until August 1); lreland v. Smith, 97 F.2d 95, 99-100, 37 USPQ

807, 811 (CCPA 1938) (held not diligent for failing to account
for period of three and one-half weeks).
In reviewing Morrison's evidence of diligence during the

spring of 1988, we have borne in mnd that through June of
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1988 Dr. Morrison was teaching full time at the Illinois
Mat hemati cs and Sci ence Acadeny. 3!

Morrison testified that from March 1988 to at |east the
end of 1988, he was concerned with the issue of how to place
an optical fiber in a spiral configuration w thout damagi ng
the optical fiber and also with the rel ated probl em of how
much |ight attenuation was caused by this configuration.®® |In
support, Morrison cites copies of nunerous orders, invoices,

and packing lists for test equi pnent and supplies he ordered

81 7. Morrison, MR 89:7-11
182 J. Morrison, MR 91, ¢ 40.
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and received during the spring and sumrer of 19882 and on

133 Specifically, Dr. Mrrison testified (MR 91-98, 11
42-67) that he ordered or received the following itens on or
about the follow ng dates:

(a) February 22 - Received from N ppon Electric G ass
Conpany a sanple of an optical fiber splicing connector. A
copy of the envelope is in evidence as NX 103. Also received
from Bentl ey Conputer Products a Bentley Turbo-10 640K
conputer, for which the packing slip is MX 104.

(b) March 3 - Ordered fromEaling Electro-Optics (Ealing)
instrunmentation including a photonmultiplier for testing
optical fibers, specifically for measuring the quantity of
light froma source.

(c) March 17 - Received from Action Research | nstrunent
and Equi pment Services Inc. (ARIES) a letter (MX 108)
regardi ng paynent for an order.

(d) March 28 - Received the follow ng equi pment from
ARIES: a 1/4 nmeter Czerny-Turner nonochromator (spectroneter);
gratings; a control unit; slits; and a fiber optic attachnent
to be used to test the wavel engths and bandw dt hs of LEDs.
The invoice, which is dated March 23, 1988, is MX 109.

(e) March 29 - Received fromEaling the itens ordered on
March 3, i.e., instrunmentation including a photonultiplier.
Receipt is MX 107. (e) April 14 - received fiber optic cable
fromA AR ES. Packing list is MX 122.

(f) May 18 - Received another photonultiplier from
Ealing. Packing slip is MX 110.

(g) May 20 - Received the following itens from Baxter
Heal t hcare Corporation (Baxter): (1) surgical blades for
cutting optical fibers; (2) several power suppliers and
mniature |lanps to act as light sources; (3) bottles of
acetone; (4) a pH concentration/ W/tenperature neter; (5)
el ectrodes for detecting/ neasuring potassi um and sodi um of
which the latter two itens were for devel opnent of the second
generation probe. Packing list is MX 111.

(h) May 26 - Received a grating from AR ES for use in
testing optical fibers. Invoice is MX 112.

(i) June 3 - Received from Baxter a package of surgica
bl ades for cutting optical fibers. Packing list is MX 113.

(continued...)
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133(, .. continued)

(j) June 20 - Sent a package to Ji m Babb of Ealing
El ectrooptics and Irene Galiher of ARIES relating to equi prment
for the fetal probe project. Shipping order is MX 114.

(k) June 23 - Received a package of bottles from Baxter
relating to the fetal probe project. Packing list is MX 115.
(1) July 14 - Received the follow ng supplies from

Baxter: (1) a microscope for use in cutting and splicing
optical fibers, (2) an auxiliary mcroscope lens, and (3) a
hal ogen illum nator. Packing list is MX 116.

(m July 27 - Sent purchase order to Tektronix, Inc. and
Newport Corporation for an optimate SFR anp, a 835 opti cal
power nmeter, and a fiber adapter. Confirmation letter from
Tektronix is MX 117.

(n) August 1 Odered the follow ng from General Fiber
Optics, Inc.: (1) optical fibers in sizes 125 and 250 mi cron,
(2) a polishing kit, (3) a one mcron fiber, (4) a 500 mcron
optical fiber, (5) diodes, (6) LEDs, and (7) a | aser position
adapter. Packing list MX 118. Also sent a confirmng
purchase order to Newport regarding the on power neter with
| EEE i nterface, one fiber-optic adapter, and one fiber
connector. Purchase order is MX 119. Also ordered an
osci |l oscope and a scope cart from Tektroni x for observing
waveforms of optical signals and other neasurenents regardi ng
the fetal probe. Purchase order is MX 120.

(o) August 9 - Received 50-111 fiber optic |ight guide
fromARES. Invoice is MX 121.

(p) August 23 - Received an oscill oscope and two probes
from Tektronix. Packing list is MX 123.

(gq) August 24 - Received from Newport the optimate SFR
anp, the 835 optical power neter, and the fiber adapter. See
page 3 of MX 117.

(r) August 25 - Odered MetraByte Corporation equi pnment
i ncluding a 37 conductor with 18" cable, a D-16 wth SPGA
gains of 1, 10, 100, and 500, and a screw board term nal.

I nvoice is MX 124,

(s) August 26 - Purchased wire, 2D submnminiature
connectors, three LEDs and an F-O set from Radi o Shack.
Receipt is MX 125.

(continued...)
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testinmony by him and others about his activities during this
time period.

Dr. Morrison explains his activities during the spring
nont hs as foll ows: '3

44. Over the course of several nonths, beginning in
March of 1988, | was waiting for the new equi pnent and
supplies to arrive at ny honme so that | could begin sone
serious testing of optical fibers for the invasive fetal
probe. While | was waiting at this tine, | began
adapting sonme or the equi pnent | had al ready obtained so
that I would not have to wait any |longer for certain
necessary parts. For exanple, | had al ready obtained a
spectronmeter from ARIES (Exhibit 109) [on March 28, 1988]
and had obtained a photomultiplier fromEaling El ectro-
Optics (Exhibit 107) [on March 3, 1988]. 1In order to
effectively test the optical fibers for use in the fetal
probe, these two pieces of equi prent woul d have to work
cooperatively with one another. However, upon obt aining
t he spectroneter and photonultiplier, |I found that the
spectroneter could not conmmunicate with the
photonul tiplier without a special adapter for connecting
the two pieces of equipnent. | learned that it would
take too long to order the special adapter froma
conpany, so | set about constructing ny own adapter to
all ow the spectronmeter to comrunicate with the
phot onul ti plier.

133(...continued)

(t) August 30 - Received optical fiber ordered from
CGeneral Fiber Optics, Inc. Packing list is MX 126.

(u) Septenber 3 - Received pin diode and two LEDs from
General Fiber Optics, Inc. Packing list is MX 127.

134 J. Morrison, MR 92-93.
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46. During the nonths of March, April and May 1988,
| woul d periodically show Joe Meyer, Professor at
I1linois Mathematics and Sci ence Acadeny, at ny hone the
rough fetal probe nock-up design | tested in February

1988. | renenber that Joe Meyer and his wife would
periodically visit nmy home in the evening for dinner
t oget her and that when he visited, | would show Joe Myer

the |l aboratory I was building in ny basenent for building
and testing the invasive fetal pulse oxinetry probe. W
typically would | ook over all of the new equi prment that |
was acquiring and using to work on the fetal probe

proj ect .

Dr. Morrison's testinony that he was buil ding and testing
probes during that time period | acks adequate corroboration. %
Hel en Morrison's testinony that she "was constantly aware of

t he devel opnent activities regarding the fetal oxinetry probe
fromits conception to the present"® and that between August
1987 and the filing date of the application in May 1990, her
husband never |et nore than one day pass w thout working on
the fetal probe project, unless she was sick, ¥ | acks

sufficient specificity as to facts and dates to serve as

135 Buschmann does not contend that the documentary
evidence are insufficient to prove the orders and receipts of
equi pnment and suppli es.

1% H Mrrison, MR 150, ¢ 16.
87 H Morrison, MR 972:19 to 973: 8.
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adequate corroboration. See Kendall, 173 F.2d at 993, 81 USPQ

at 369 (testinony by inventor's wife and son that the inventor
fromthe time of conception worked continuously on devel opnent
of invention "was not specific as to dates and facts" and
therefore "does not constitute the kind of corroboratory
evidence required to establish appellant's diligence during

the critical period"). See also Gould v. Schawl ow, 363 F. 2d

908, 920, 150 USPQ 634, 644 (CCPA 1966) (holding insufficient
testinmony by inventor's wife that her husband continuously
wor ked on the invention at home fromthe

time he said he conceived the idea, citing Kendall, 173 F. 2d
at 993, 81 USPQ at 369).

Wil e Meyer confirms that during visits to the Morrison
home during the spring of 1988 he saw new test equi pnent and
supplies that Dr. Morrison was acquiring to test the invasive
fetal probe, '3 he does not confirmthat any probes were being
built and tested at that tine.

Thus, the evidence fails to show that Dr. Morrison or Dr.
Yue had nade a decision prior to Buschmann's March 24, 1988,

benefit date to begin a reduction to practice of one of the

138 Meyer, MR 39-40, ¥ 12; MR 162, | 22.
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Novenber 1987 and March 15, 1988, probe designs. The fact
that prior to that date Dr. Mrrison had ordered and received
sonme equi pnent and supplies does not inply the existence of an
intent at that tinme to reduce to practice of one of the
earlier designs, let alone to begin such an effort as soon as

t he proper equi pnent coul d be obtai ned.

Furthernore, the evidence fails to establish that the
equi pnrent and supplies were ordered and used in an expeditious
manner .

Also, Dr. Morrison's testinony about naking an adapter in
order to correct a communication problem between the
spectroneter and the photormultiplier is also unconvincing for
several reasons. First, it lacks sufficient specificity
regardi ng how these instrunments were to be used together in a
test, why they failed to communi cate, and when the work on the
adapter began and was conpl eted. Second, the testinony |acks
sufficient corroboration.

Hel en Morrison's testinony that Dr. Mrrison was al ways
wor ki ng on the probe. Nor does Meyer confirmthat Dr.

Morri son was experiencing a comuni cation probl em between the
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spectroneter and the photorultiplier and a working on an
adapter to solve it.

Ted Johnson's testinony that "after March 1988" he
periodically worked on the problemof inserting an optical
fi ber through a hollow spiral needle w thout collapsing the
wal I's of the fiber® does not inply work began during the
spring of 1988.

For the foregoing reasons, Mrrison has failed to prove
diligent activity or an acceptabl e excuse for inactivity
during the spring of 1988, which is sufficient reason in and

of itself to defeat his claimof diligence.

Morrison has also failed to prove diligent activity or an
excuse for inactivity during the summer of 1988. Dr. Mrrison
described the activity during this period as follows: %

53. Over the course of the sumrer, | was regularly
testing optical fibers. These tests were primarily
gualitative since we had not yet obtained sone of the
better instrumentation we |ater received in Cctober 1988.
The tests centered around conparing oxygen saturation
readi ngs for optical fibers placed bel ow the surface of
the skin before and after the optical fiber was wound

139 T, Johnson, MR 31-32, | 24.

1“0 J. Morrison, MR 94.
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into a spiral configuration. 1In these tests, | first
obt ai ned an oxygen saturation reading with an opti cal
fiber before inserting the optical fiber into a netal
tube. Then | would bend the fiber by passing the optical
fiber into and through a nmetal tube and then wi nd the
nmetal tube, with the optical fiber extending

t heret hrough, into a corkscrew configuration. Once the

metal tube was in this corkscrew configuration, | would
test the probe again to see if an oxygen saturation
readi ng could be obtained. | perforned this type of test

to evaluate: (1) the techni que of w nding needl es around
mandrels; (2) different needl es of different
manuf acturers; (3) different wall thicknesses of needl es
and different gauges; (4) and how each of these different
paraneters affected the optical fibers. |In order to nake
t hese tests, we bought thousands of hol |l ow needl es, nost
of them from Baxter Heal thcare Corporation
This testinony | acks clear corroboration. The problemwth
Hel en Morrison's testinony has al ready been nentioned. Ted
Johnson's testinony that sonetinme during the fall of 1988, he
sent Dr. Morrison a sanple of an optical fiber wound in a
hol | ow spiral needl e establishes only that this act occurred

by the end of the fall of 1988. See Haultain v. DeW ndt,

254 F.2d 141, 142, 117 USPQ 278, 279 (CCPA 1958) ("where
testinmony nerely places the acts within a stated tinme period,
the inventor has not established a date for his activities
earlier than the last day of the period").

In view of Morrison's failure to show dili gent

activity or an acceptabl e excuse for inactivity during the
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spring and

sumer of 1988, there is no need to address the all eged
subsequent activities.

8. Abandonnent, suppression, or conceal nent

Assumi ng for the sake of argunent that the February 1988
test apparatus represents an enbodi nent of the probe as it was
intended to be used in practice and that the February 1988
tests therefore constituted an actual reduction to practice,
the length of time between the reduction to practice and
filing (May 29, 1990) is lIong enough (tw years and three
nmonths) to create a rebuttable presunption that the invention

was abandoned, suppressed, or conceal ed. See Schindelar v.

Hol deman, 628 F.2d at 1342-43, 207 USPQ at 117 (two-year and
five-nonth del ay between reduction to practice and filing of

application prima facie unreasonable). As a result, the

burden woul d be on Mirrison to prove the existence of
activities during the delay period which are sufficient to
excuse the delay (e.qg., efforts to inprove or perfect the
i nvention disclosed in the involved patent application).

Lutzker v. Plet, 843 F.2d 1364, 1367, 6 USPQ@d 1370, 1371
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(Fed. GCir. 1988). Morrison fails to neet this burden with
respect to at |least the spring and sunmer of 1988 for the sane
reasons that he failed to show diligence during that period.
| . Requests for reconsideration

A request for reconsideration of a decision by a panel of
the Board nust specify with particularity the points believed
to have been m sapprehended or overl ooked by the panel in
rendering its decision. 37 CFR § 1.658(b). Specifically, a
party requesting reconsideration must point to sonething in
t he deci sion which denonstrates the panel overl ooked or
m sunderstood a significant point of argunment nade in the
notion, opposition or reply. It is not enough to show t hat
the argunent is not specifically nmentioned in the decision; in
t he absence of a clear indication to the contrary, the parties
shoul d presune that all argunents were considered.
J. Judgnent

As neither Morrison nor Mannhei mer has proved an actual
reduction to practice prior to Buschmann's benefit date or
conception prior that date coupled with diligence running from
just before that date up to the party's own filing date,

judgment on the issue of priority is hereby entered agai nst
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Morrison's and Mannheiner's clains that correspond to the
count, i.e., Mrrison clainms 1-5, 8-24, 27, and 28 and
Mannhei ner clains 1-11, 18-21, 86-104, and 106-108, which
means neither Mrrison nor Mannheiner are entitled to a patent
including their respective clains. Judgnent on the issue of
unpatentability over Kapany is hereby entered agai nst
Buschmann's clainms 1-3, 5-7, 12, 14, 19, 29, and 32. Judgnent
on the issue of priority is therefore awarded in favor of the
remai ni ng Buschmann cl ains that correspond to the count, i.e.,
clains 8, 9, 13, 18, 30, and 35-37, which nmeans Buschmann is

entitled to a patent including those cl ains.

|
STANLEY M URYNOW CZ, JR )
Adm ni strative Patent Judge)
)
) BOARD OF
) PATENT APPEALS
JOHN C. MARTIN ) AND
Adm ni strative Patent Judge) | NTERFERENCES

JAMESON LEE )
Adm ni strative Patent Judge)
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Paul C. Haughey et al.

Townsend and Townsend and Crew, LLP
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For the party Buschnmann:

St ephen A. Pendor f
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